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4ny alcohol abuse or drug abuse
prevention function which is federaily
assisted. Applicability is determined by
the nature and purpose of the records.
not the status or pnmary lunctional
capacity of the recordkeeper. The
definition of “alcohol abuse or drug
dbuse prevention function inciudes
specified activities “even when
performed by an organization whose
primary mission is in the field of law
enforcement or is unrelated to alcohol or
drugs.”

The proposed regulations and the
Final Rule at § 2.12 makas the regulations
applicable to any information about
alcohoi and drug abuse patients which
is obtained by a federally assisted
aicohoi or drug abuse program. A
program is defined to be those persons
or legal entities which hold themgeives
out as providing and which actuaily
provide diagnosis. tredtment. or referral
for treatment for alcohol and/or drug
abuse. Thus. there is & fundamental shift
toward determining applicability on the
basis of the function of the recordkeeper
and away {rom making that decision
based solely on the nature and purpose
of the records.

No alcohol and drug abuse patient
records. whether identified by the
nature and purpose of the records or the
function of the recordkeeper, are
covered by these regulations uniess the
diagnosis. treatment. or referral for
treatment with which the records are
connected is federaily assisted.

Several commenters pointed out that
while the regulatory language of the
proposed ruie on its facea applies the rule
to information about alcohol and drug
abuse patients in federaily assisted
programs, the explanation of the
applicability provision at § 2.12(e}(2)
obscures the otherwise forthnght
statement by an additional standard
based on the type of Federal assistance
going to the program. i.e.. some patient
records in a federally assisted program
would be covered and others wouid not.
Those who commented on this section
urged that coverage distinctions under
the explanation in § 212(e)(2) be
omitted because they result in disparate
treatment of patient records within an
alcohol and/or drug abuse program
based on the type of Federal assistance
going to the program. Qther commenters
asserted that basing coverage on the
type of assistance is inconsistent with
the clear meaning of the applicability
provision in the proposed and Final
Rule.

The Final Rule revises the proposed
explanatory matenal at § 2.12(e}(2) to
show that all aicohol and drug abuse
pdtient records within a covered
program are pentected by the

confidentiality provisions and that the
record of an individual patient in an
uncovered program. whose care i3
federally supported in some way which
does not constitute Federal assistance to
the program under § 2.12(b). is not
afforded confidentiality protections.
Thus. where a Federai payment 1s made
lo a program on behaif of an individual
patient and that program is not
otherwise federally assisted under

§ 2.12(b). the record of that individual
will not be covered by the regu'ations.
Although the Department expects them
to be rare. it wouid be possible for such
instances to occur. For example. !f a
Federal court places an individual in a
for-profit program that is not certified
under the Medicare program. that is not
authorized to conduct methadone
treatment. and is not otherwise {ederally
assisted in any manner provided in

§ 2.12(b). the patient record of that
individual would not be covered by the
regulations even though the Federal
court paid for the individual's treatment.

Comments to the proposed rule were
persuasive that the type of assistance
should not affect the scope of records
covered within a covered program.
When the determination of covered
records was based on the purpose and
nature of each record. it was consistent
to view Federal assistance from the
perspective of each individual recoed.
However. when the determination of
which records are covered 1s based on
who s keeping the records. as in the
proposed and Final Rule. it 13 consistent
with the approach to view Federal
assistance from the program level as
applying to all alcohol and drug abuse
patient records within the program.

Determining coverage based on
Federal assistancs to the program rather
than to an individual represents a
change in policy from the current
regulations under which the Department
views a Federal payment made on
behalf of an individual as sufficient to
cover that individual's record. However,
any disadvantage in not covering
individual records in those rare cases
which may occur 13 outweighed by the
advantages of consistency snd
efficiency in management of the
program as a resuit of all alcohol and
drug abuse patient records un the
program being subject to the same
confidentiality provisions.

The Final Rule includes new material
at § 2.12(e){3} which briefly explains the
tvpes of information to which the
restrictions are applicable. depending on
whether a restniction is on disclosure or
on use. A restniction on disclosure
applies to any information which would
identify a patient as an alcohol or drug
abuser. The restriction on use of
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information to bring criminal charges
invest:igate a patient for a cnime appiies
to any nformation obtained by the
program for the purpose of diagnos:s.
treatment, or referral for treatment of
alcohol or drug abuse.

Several commenters strongly urged
the explicit inclusion of schuol-based
education and prevention programs in
the applicability of the regulations.
Schooi-based education and prevenuon
activities may fall within the defimition
of a program if they provide alcohol or
drug abuse diagnosis, treatment. or
referral for treatment and if they hoid
themselives out as 30 doing. That s
reflected in the Final Rule at § 2.12(e){1)
with the inclusioa of “school-based
programs” in the list of entities which
may come under the regulations.

An example of how diagnoss affects
coverage has been omitted at
§ 2.12{e)(3)(1i). [t is omitted not because
the example could never occur under the
Finai Rule. but because it is very
unlikely that a “specialized” program. as
program is defined under these
reguiations, would be treating a patient
for a condition which is not related to
aicohol or drug abuse such that the
reference to a patient’s alcohot or drug
abuse history wouid not be related to
the condition for which treatment is
rendered. [nasmuch as the reguiations
only apply to programs. this example is
more likely to confuse than provide
guidance and for that resson has been
taken out.

Notifying a Parent or Guardian of @
Minor's Application for Treatment

The proposed rule at § 2.14
reorgan:zed and revised but did not
substantively amend the existing § 2.13
dealing with the subject of minor
patients. Under both the existing and
proposed rules. a minor patient's
consent is generally required prior to
notifying the minor's parent or guardian
of his or her applicaton for treatment.
This 18 true even though without
notifiration it 13 umpossible to obtain
parental consent in those cases where
State law requires a parent. guardian. or
other person to consent to aicohol or
drug abuse treatment of a minor.

While this issue was not taised in the
proposed rule. the Department has
received several inquinies on it from the
public since the proposed rule was
published suggesting that in those
States. where the parent's or guardian’s
consent is needed for the minor's
treatment, the program should be free
notify the parent or guardian of the
minor's application for treatment
without constraint. The Department has
considered this (ssue and decided to
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COMPARISON WITH PROPOSED
RULE

Subpart A—{atroduction

Reports uf Violationa

Both the existing and proposed rules
provide for the repocting of any
violations of the regulations to the
United States Attorney for the judicial
district in which the violations occur, for
reporting of violations on the part of
methadone programs to the Regional
Offices of the Food and Drug
Administraton, and for reporting
violdtions by a Federal grantee or
contractor to the Federal agency
monitonng the grant or contract. (See
§§ 2.7 and 2.5. respectively.)

Inasmuch as it is the Department of
Justice which has ultimate and sole
responsibility for prosecuting violations
of these regulations, the Final Rule
cnntinues to provide lor the reference of
reports of any violations to the United
S:ates Attorney {or the judicial district
in which the violations occur.

It also continues to provide for the
r-ference to the Regional Offices of the
Food and Drug Admunistration of any
reports of violations by & methadone
program. As a regulatory agency, the
Food and Drug Administration has both

‘the nrganization and authonty to
respond to alleged violations.

The Final Rule no longer directs
rreports of violations by a Federal
grantee or contractor to the Federal
4gency monitoring the grant or contract
or. as in the proposed revision of the
r:les. violations by & Federal agency to
the Federal agency responsible for the
pragram. This change is made in
recogrution of the lack of investigative
tunle available to granting and
contructing agencies and of the ultimate
referral which must be made to the
Department of Justice. Of course. if
alleged violations come to the 4ttention
uf the Department of Health and Human
Services, they will be forwarded to an
Appropriate representative of the
D:paitment of justice.

Subpart B——Genersl Provisices
Srecialized Progroms

L.ike the proposed rule at § 212 the
Final Rule is appiicable to any alcohol
and drug abuse information obtained by
- federaily assisted alcohol or arug
.Suse program. "Program” is acefined in
§ 2.11 as a person which says it provides
and which actually pruvides alcohol or
drug dbuse diagnosis. treatment, or
referral for trestment. A program may
pruvide other services in sddition to
alenhol and drug abuse services. [or
exampie mental heasith or psychiatric
services, and nevertheless be an alcohol

or drug abuse program within the
meaning of these regulations sn long as
ihe entity is specialized by holding itself
aut to the community as providing
diagnosis. treatment. or referral for
treatment for alcohol and/or drug abuse.

If a facility i3 & provider of general
medical care. it will not be viewed in
whole or in part as a program unless it
has either (1) an 1dentified unit. i.e.. a
location that is set asice for the
provision of alcohol or drug abuse
diagnosis, treatment, or referral for
treatment. or (2) it has personnel who
are identified as providers of diagnosis,
treatment, or referral for treatment and
whose primary function is the provision
uf those alcohol or drug abuse services.

Regardless of whether an entire legal
entity is a program or if a part of the
entity is & program, the confidentiality
protections cover alcohol or drug abuse
patient records within any federaily
assisted program. as “program” s
defined in these regulations.

Those comments opposed to limiting
applicability of the regulations to
“specialized” programs focused on the
desirability of full and uniform
applicability of confidentiality
standards to any alcohol or drug abuse
patient record irrespective of the type of
facility delivering the services.

The Department takes the position
that limiting applicability to specialized
programs. i.e.. to those programs that
hold themselves out as providing and
which actually provide slcohel or drug
abuse diagnosis. trestment. and referral
for treatment. will simplify
administration of the regulations
without significantly affecting the
incentive to seek treatment provided by
the confidentiality protections.
Applicability to specialized programs
wil] lessen the adverse economir impact
of the current regulutions on a
substantial number of facilities which
provide alcohol and drug abuse care
only as an incident to the provision of
general medical care. We do not foresee
that elimination of hospital emergency
roums and general medical or surgical
wirds from coverage will act as &
significant deterrent to patients seeking
assistance for alcohol and drug abuse.

While some commenters suggested
that there will be an increased
administrative burden for organizations
operating both a specialized alcohol
and/or drug abuse prngram and
providing other health services. we view
this as the same burden facing all
gencral medical care facilities under the
existing rule.

In many instances it is questionable
whether applicability to general medical
cars facilities addresses the intent of
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Congress to enhance treatment
incentives for alcohol and drug abuse
inasmuch as many slcohol and/or drug
abuse patients are treated in a generai
medical care facility not because they
have made a decision to seek alcohol
and drug abuse treatment but because
they have suffered a trauma or have an
acute condition with a pnmary diagnosis
of other than alcohol or drug abuse.

In sum. we are not persuaded that the
existing burden on general niedical care
facilities is warranted by the benefit to
patients in that setting. Therefore. the
Final Rule retains the language of the
proposed rule at § 2.11 defining
“program” und making the regulations
applicable at § .12 to any information
about alcohol and/or drug abuse
patients which is obtained by a
federally assisted alcohol or drug abuse
program for the purpose of treating,
making a diagnosis for treatment. or
making a referral for trea:ment of
alcohol or drug abuse.

Commuanications betveen a Program
and aa Entity Having Direct
Administrative Control

The existing regulations at § 2.11(pK1)
and the proposed rule st § 2.12{c)(3)
exempt {rom the restrictions on
disclosure communications of
information within a program between
or among personnsel in connectiun with
their duties or in connecuon with
provision of patient care. respectively.
The Department has previously
interpreted the exusting provision to
mean that communicauons within 8
program may include communications to
an administrative entity having direct
control over the program.

The Final Rule has incorporated that
legal opinion into the text by amending
§ 2.12{C){3) tu exempt from restrictions
on disclosure “communications of
information between or among
personnel having a need for the
information in connection with their
duties that arise out of the prowision of
diaynosis treatment, or referral for
trestment of alcohol or drug abuse™ if
the communications are within a
program or between a program and an
entity that has direct administrative
contrul over the program. Paragraph (d}
of that same section is accordingly
Jmended to restrict any further
disclosure by an administrative entity
which receives information under
§ 2.12(c){3).

Explunaiion of Applicudility

The existing regulations are .
npplicable to patient records masntanea
in connuction with the perfarmance ol
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any alcohol abuse or drug abuse
prevention function which is federally
assisted. Applicability is determined by
the nature and purpose of the records.
not the status or pnmary functional
capacity of the recordkeeper. The
definition of “aicohol abuse or drug
abuse prevention function” includes
specified activities "even when
performed by an organization whose
primary mission is in the field of law
enforcement or is unrelated to alcohol or
drugs.”

The proposed regulations and the
Final Rule at § 2.12 make the regulations
applicable to any information about
alcohol and drug abuse patients which
is obtained by a federally assisted
alcohol or drug abuse program. A
program is defined to be those persons
or legal entities which hold themselves
out as providing and which actually
provide diagnosis, tredtment. or referral
for treatment for alcohol and/or drug
abuse. Thus. there is a fundamental shift
toward determining applicability on the
basis of the function of the recordkeeper
and away from making that decision
based solely on the nature and purpose
of the records.

No alcohol and drug abuse patient
records. whether idenufied by the
nature and purpose of the records or the
function of the recordkeeper. are
covered by these regulations uniess the
diagnosis. treatment. or referral for
treatment with which the records are
connected is federaily assisted.

Several commaenters pointed out that
whiie the regulatory language of the
proposed rule on its face appiies the rule
to information about alcohoi and drug
abuse patients in federally assisted
programs. the explanation of the
applicability provision at § 2.12(e)(2)
obscures the otherwise forthnght
statement by an additional standard
based on the type of Federai assistance
going to the program. i.e.. some patient
records in a federally assisted program
would be coversd and others would not.
Those who commented on this section
urged that coverage distinctions under
the explanation in § 2.12(e)(2) be
omitted because they result in disparate
treatment of patient records within an
alcohol and/or drug abuse program
based on the type of Federal assistancs
going to the program. Other commenters
asserted that basing coverage on the
type of assistance is inconsistent with
the clear meaning of the applicability
provision in the proposed and Final
Rule.

The Final Rule revises the proposed
explanatory matenal at § 2.12{e}(2) to
show that all alcohol and drug abuse
patient records within a covered
ptogram are pratected by the

confidentiality provisions and that the
record of an individual patient in an
uncovered program. whose care is
federaily supported in some way which
does not constitute Federal assistance to
the program under § 2.12(b). is not
alforded confidentiality protections.
Thus. where a Federal payment is made
to & program on behalf of an individual
patient and that program is not
otherwise federaily assisted under

§ 2.12(b). the record of that individual
wiil not be covered by the regu'ations.
Although the Department expects them
to be rare. it would be possible for such
instances to occur. For example. if &
Federal court places an individual in &
for-profit program that is not certified
under the Medicare program. that is not
authorized to conduct methadone
treatment. and is not otherwise federaily
assisted in any manner provided in

§ 2.12(b). the patient record of that
individual wouid not be covered by the
regulations even though the Federal
court paid for the individual's treatment.

Commaents to the proposed rule were
persuasive that the type of assistance
should not affect the scope of records
covered within a covered program.
When the determination of covered
tecords was based on the purpose and
nature of each record. it was consistent
to view Federal assistance from the
perspective of each individual record.
However, when the determination of
which records are covered s based oa
who is keeping the records. as in the
proposed and Final Ruls. it 19 consistent
with the approach to view Federal
assistance from the program level as
appiying to sll alcohol and drug abuse
patient records within the program.

Determining coverage based on
Federal assistance to the program rather
than to an individual represents s
change in policy from the current
regulations under which the Department
views a Federal payment made on
behalf of an individual as sufficient to
cover that individual's record. However,
any disadvantage in not covering
individual records in those rare cases
which may occur is outweighed by the
advantages of consistency und
efficiency in management of the
program as a result of all alcohol and
drug abuse patient records in the
program being subject to the same
confidentiality provisions.

The Final Rule includes new material
at § 2.12{e)(3) which briefly explains the
types of information to which the
restrictions are applicable, depending on
whether a restriction is on disclosure or
on use. A restriction on disclosure
applies 10 any information which would
identify a patient as an aicohol or drug
abuser. The restnction on use of
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information to bring criminal charges .
investigate a pauent for a crime appises
to any information obtained by the
program for the purpose of diagnoss.
treatment. or referral [or treatment of
alcohol or drug abuse.

Several commenters strongly urged
the explicit inclusion of schuoi-based
education and prevention programs .n
the appiicabiiity of the regulations.
School-based education and prevention
activities may fall within the definition
of a program f they provide aicohol or
drug abuse diagnosis. treatment. or
referral for trestment and if they hold
themselves out as so doing. That is
reflectad in the Final Rule at § 2.12{e)(1)
with the inclusion of “school-based
programs” in the list of entities which
may come under the regulations.

An example of how diagnosis affects
coverage has been omitted at
§ 212(e)(3)(ii). It is omitted not because
the exampie could never occur under the
Finai Rule. but because it is very
unlikely that a “specialized” program. as
program is defined under these
regulations. would be treating s patient
for a condition which is not related to
alcohol or drug abuse such that the
reference to a patient’s alcohol or drug
abuse history would not be related to
the condition for which treatment is
rendered. Inasmuch as the regulations
only apply to programs. this example is
more likely to confuse than provide
guidance and for that reason has been
taken out

Notifying a Porent or Guardian of a
Minor's Application for Treatment

The proposed rule at § 2.14
reorganized and revised but did not
substantively amend the existing § 2.15
dealing with the subject of minor
patients. Under both the existing and
propobded rules. & minor patient's
consant is generaily required priot to
notifying the minor's parent or guardian
of his or her applicauon for treatment.
This is true even though without
noufication it is unpossible to obtain
parental consent in those cases where
State law requires a parent. guardian. or
other person to consent to alcchol or
drug abuse treatment of a minor.

While this issue was not raised in the
proposed rule. the Department has
received several inquiries on it from the
public since the proposed rule was
published suggesting that in those
States. whers the parent’'s or guardian's
consent is needed for the minor's
treatment, the program should be free
notify the parent or guardian of the
minor's application for treatment
without constraint. The Department has
considered thig (ssue and decided (o
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make no substanuve changes in the
exmting section dealing with minor
patients.

Although both the cusrent rule and the
proposed rule genersily proh:bit
parental notfication without the minor's
consent. they also provide for an
exception. Under this exception such
notification would be permitted when. 1o
the progrum director s judgment. the
minor lacks the capacity 1o make a
rational decision on the issue of
notification. the situdtion puses a
substantial threat to the physical well.
being of the munor or any other person.
and this threat may be alleviated by
noufying the parent or guardian. Under
this provision. the program Jirector is
vested with the authony to determine
when the circumstances permitting
pdarentdl notfication arise. In discussing
the Department’'s philosophy behind this
provision, § 2.15=1(e} of the existing rule
states: [t [this provision] 13 hased upon
the theory that where 4 persun is
actually as weill a8 leyally incapable of
acting in his awn interest, Jdisclosures to
a person who is legully responsible for
him may be made ta the extent that the
best interests of the ;atient clearly so
require.”

While this exception would not permit
parental notification without constraint
whenever the program director {eels it is
appropriate. the Depd4rtment believes it
does provide the program director with
sigmficant discretion and does permit
parental nolification in the most
egregious casas where the ‘best
interests of the patient cleusly so
require,” Accordingly, the Department
hds determined not to make any
substantive changes in the manner in
which the existing sule handles the 13sue
of parental notificatinn. However,
proposed § 2.14 has Leen revised to
clarify that no change in meaning is
intended from the current rule.

Finaily. 1t should e noted that this
rule in no way compels a program to
provide services tu - inor without
parcntal consent.

Sepn=ativn of Clinicut rrvin Franciat/
Aaministrative Records

The current rules governing research.
audit, or evaludatiun furctiocs by 4
gv emmentdl ¢gency ut § 233 522'e that
“programs should or3amze (heir revords
su that financial and 1dmini irative
mMmatters can be reviewed v oyt
disclosing clinical infurm.ion and
without disclosing patient identifving
infurmation except whii» necessary for
Judit verification.” I'he proposed rule
transformed this hortatory provisinn for
maintenance of financidi/ad:zuustratine
records upart from clinical 12 tords 0

a requiremnent in § 2.18 dealing with
security for wntten records.

Several commenters predicted that
such a requirement will pose an
extremely cumbersome burden on
programs. perhaps tantamount to
rzquiring maintenance of two systems of
files. The Final Rule has adopted the
recommendation of those commenters ta
drop this requirement. primartly on the
basis of the potential administrative and
recordkeeping problems it poses in the
varied treatment settings to which these
reguldtions are applicable.

\While it 18 desirable to withhold
clinicai information from any research.
audit, or program evaluation function for
which that clinical information is not
absolutely essential. the Final Rule does
not require recordkeeping practices
desiyned to guarantee that outcome. The
Final Rule dues. of course. implement
the statutory provisions which prohibits
those who recetve patient identifying
infarmation for the purpose of research,
audits, or program evaluation from
identifying, directly or indirectly, any
individual patient in any report of such
tosearch. audit. or evaluation or
otherwise disclosing patient identities in
any manner (see §§ 2.52(b) and 2.53(d)).

Subpart C—Disclosures with Patient's
Consent

Not:ce to Petients

Like the proposed rule. the Final Rule
at § 2.22 requires that notice be paven to
patients that Federal law and
regulations protect the confidentiality of
alcohol and drug abuse patient records.
The response to this provision in the
proposed rule reflects strong support for
notifying patients of confidentiality
protections. aithough many stressed that
the notice should be simplified in order
to be useful rather than confusing to the
patient. Some of those who
recummended against adoption of a
notice provision did so on grounds that
the notice as proposed is too complex.
Therefore. in response to 1meny who
suppourted the notice provision 4nd those
who oppused it on grounds that it 13 100
compiex. the Final Rule substantiaily
revises the sientents which must Le
included in Live wnitten notice to edch
pJnent and accordingly rewnites the
sample notice which a program may
adupt ¢! 1ts option in fullillment of the
notice requirement.

Form oY W=iivea Consent

‘The proposed rule retaing the
requirements in § 2.31 of the existing
teRuidtions (of wriiten cunseat to
disciosuie vl ifo.mation which would
dentify anindividual as an alcokol or
druw abuser. 1heie vds 4 great el of
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support among those who commented
on this provision {or the retention of the
existing elements of wntten consent on
grounds that the present gystem .3
warking well and that the elements
which go to make up wnitten consent are
sufficiently detailed to assure an
opportunity for a patient to make an
informed consent to disclose patient
identifying information. Others
recommended a more generalized
consent form.

The Final Rule retains all elements
previously required for wntten consent.
though in one instance it wiil permit a
more generail descnption of the required
information. The first of the required
elements of written consent in both the
existing and proposed rule (§ 2.31 (a)(1))
asks {or the name of the program which
is to make the disclosure. The Final Rule
will amend that element by calling for
(1) The specific name or general
designation of the program or person
permitted 0 make the disclosure.” This
change will permut a patient to consent
to disclosure {rom a category of facilities
or from & single specified program. Foe
example. a patient who chooses to
authonze disclosure of all s or her
records without the necassity of
completing multiple consent forms or
individually designanng each program
on a single consent form wouid consent
to disclosure from sil programs 1n which
the patient has been enroiled as an
alcohol or drug abuse patient. Or. &
patient might narrow the scope of his or
her consent to disclosure by permitting
disclosure from all programs located in
a specified city, from all programs
operated by a named arganization. or as
now. the patient might limit consent o
disclosure from a single named facility.
(In this connection. the Department
interprets the existing wntten consent
requl, :ments to permit consent (0
disciosure of information from many
programs in one cansent form by listing
sprcificaily each of those programs on
the form.)

This change generalizes the consent
form with cespect to only one element
without diminishing the potential for a
patient's making an informed consent to
disclose putient identifying information.
The patient s 10 position to be informed
of any programs in which he or she was
previvusly enrolled and {rom which he
or she is willing to have information
disclosed.

With revard o deficient writren
conaents. :he Final Rule at § 2.21(c}
reserts 10 language [rom the existing
roguldtions rather than using the
Linguage of the nroposed rule to expregs
the «dea that a disclosure may not be
made )1 the hanis of a wntten consent
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which does not contain all cequired
elements in compliance with paragraph
(a) of § 2.31. There was o intention in
drafting the proposed rule to establish a
different or more stringent standard
than currently exists prohibiting
disclosures without a conforming
written consent. Because that was
misunderstood by some. the Final Rule
will not permnit disclosures on the basis
of a written consent which, “On its face
substantially fails to conform to any of
the requirements set [orth in paragraph
(a) of this section .. .”

Express Consant to Redisclosure
Permitted

Both the existing and proposed rules
at § 2.32 prohibit redisclosure by a
person who receives information from
patient records pursusAt to the written
consent of the patient and who has been
notified that the information is protected
by Federal rules precluding redisclosure
except as permitted by those Federal
rules. However. the statement of the
prohibition on redisclosure at § 2.32
does not make evident the Department's
interpretation that it is possible foe s
patient, at the same time consent to
disclosure is given. to consent to
redisclosure in sccordance with the
Federal rules. The Final Rule rewords
the statement of prohibition on
redisclosure and adds the phrase shown
in quotes below to the second sentence
as follows:

The Federal rules prohibit you from making
any further disclosure of this information
“unless further disclosure is expressly
permitted by the ™ written consent of the
person to whom it pertaifts or is otherwise
permitted by 42 CFR Part 2

The purpose of the added phrase is to
acknowledge that redisclosure of
information may be expressly permitted
in the patient's written consent to
disclosure. For example. a patient may
consent to disciose pertinent :
information to an employment agency
and at the same time permit the
employmaent agency to redisclose this
information to potsntial employers. thus
making unnecessary additional consent
forms for redisciosures to individual
employers. Similarly. a patient may
consent to disclose pertient information
o an insurance company for the
purposae of claiming benefits. and at the
same ime consent to redisclosure by
that insurance company to another
organization or company for the purpose
of administenng the contract under
which benefits are claimed by or on
hehalf of the patient.

Patient Consent to Unrestricted
Communications for the Purpose of
Criminal Justice Systam Referrals

Most of those who commented on the
revision of § 2.35 generally supported
the proposed changes. However, two
State commenters encouraged retention
of language in the existing regulations
which explicitly permits a patient to
consent to “unrestricted
communications.” Otherwise. those
commenters say. the revision will act as
a deterrent to criminal justice system
referrals.

Both the proposed and Final Rule omit
most limitations on disclosures to which
a patient may consent. The criteria for
permitting release of information with
patient consent under the Final Rule are:
(1) A valid consent under § 2.31 and (2)
a determination that the information
disclosed is necessary to carry out the
purpose for which the consent was given
(§ 2.13(a)). Although special rules for
disclosures in connection with criminal
justice system referrais were retained.
they do not restrict “how much and
what kind of information” a patient may
consent to have disclosed under § 2.31.
Section 2.31(a)(3) places no restrictions
on how much or what kind of
information a patient may consent to
have disclosed. That section simply
requires that each wrnitten consent
descnibe how much and what kind of
information the patient consents to have
disclosed. A patient may consent to
disclosure of any information
concerning his or her participation in a
program. in the case of a consent for the
purpose of a criminal justice system
referral. consent to disclose "any
information concerning my participation
in the program” pursuant to § 2.31(a)(8)
would permit “unrestricted
communications” {rom the program to
appropriate persons within the criminal
justice system to the same extent
permitted by the existing rule.
Therefore. the Final Ruie does not
substantively alter § 2.35 as proposed.
(Paragraph (c) has been reworded for
clanty.)

Subpart D—Disclosures Without
Patieat's Coasent

Elimination of the Requirement to
Verify Medical Personnel Status

The proposed regulations at § 2.51
implement the statutory provision which
permits a disclosure "to medical
personnel to the extent necessary to
meet a bona fide medical emergency.”
The proposed rule added a requirement
not contained in the existing § 2.51 that
the program make a reasonable effort to
venfy that the recipient of the

information s indeed medical personnel.
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The Final Rule deletes the proposed
venification requirement in response to
comments {rom several sources that
such a requirement is unnecessary, will
cause delay. and could posmbly impede
emergency treatment. In view of those
comments and our interest in easing the
burden of compliance where possible.
the Final Rule does not require
verification of the “medical personnel"
status of the recipient of information in
the face of a medical emergency.

However. the statute permits
disclosures only to medical personnel to
meet & medical emergency and
elimination of the venfication
requirement does not in any way
expand upon the category of persons to
whom s disclosure may be made to meet
a medical emergency. Neither does
elimination of the verification
requiremaent affect the provision in the
Final Rule at § 2.51(c) that a program
document in the patient’s records any
disclosure which is made in the face of &
medical emergency. .

Assessment of Research Risks

The proposed regulations at § 2.52
modified and streamlined existing
provisions in § § 2.52 and 2.53 governing
disclosures for scientific research. The
proposal clarified that the determinatic
of whether an individual is qualified to
conduct scientific research would be le
to the program director. and required
that such qualified personnei have &
research protocol which includes
saleguards for storing patient identifying
information and prohibits rediscicsures
except as allowed by these regulations.

The Final Rule adds an additional
condition: The program director must
ensure that a written statement is
furnished by the researcher that the
research protocol has been reviewed by
an independent group of three or more
individuais who found that the nghts of
patients would be adequstely protected
and that the potential benefits of the
research outwaeigh any potentiaj risks to
patient confidentiality posed by the
disclosure of records.

This revision was prompted by
comment {rom both the public and
privats sectors that review of the
research protocol for the purpose of
ensuring the protection of human
subjects participating in the research {in
this case. the patients whose records are
proposed for use in research) is
imperative pnor to permitting disclosure
of patient idennfying information for the
conduct of scientific research. The
requirement that researchers state in
writing that the protocol has been
reviewed for the protection of humarn
subjects will provide an additional pe
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of referenca for the program director in
determining whether 10 release patient
tdentifying information for research
purposes.

Researchers who receive support from
the Department and many other Federal
agencies are required under regulations
fne the protection of human subjects to
obtain review of their protocol fram an
“institutional review board (IRB).” Such
boards generally are set up by the
institution employing the researcher.
Regulations require that [RBs be
composed of persons with professional
competence to review research. as well
as persons who can judge sensitivity to
community attitudes and ethical
concerns. Documentation of review and
approval by an [RB or by anather group
of at least three individuals,
appropriately constituted to make
judgements on issues concerning tHe
protection of human subjects, would
meet the new requirement in § 2.52(a}(3).

Audit and Evaluation Activities by
Nongovernmental Entities

The proposed requlations at § 2.53
simplify and shorten the provisions on
audit and evaluation activities and
divide them into two categories: (1)
Those acuvities that do not require
copyng or remnval of patient records,
and (2} those that require copying or
removal of patient records. The
proposed rule permits governmental
agencies to conduct audit and
evaluation activities in both categories.
In addition. if no copying or removal of
the records is involved. the program
director may determine that other
persons are “qualified personnei” for the
purpose of conductigg audit and
evaluation activities. There is no
provision for nongovernmental entities
to perform any audit or evaluation
activity if copying or removal of records
is involved.

In response to the proposed rule the
Department received comment that third
party payers should be permatted to
copy or remove records containin
patient identifying information as is
permiited by gavernmental agencies that
finance or regulate alcohol or drug
abuse programs,

Recognizing that private
organizations, like governmental
agencies. have a stake in the financial
and programmatic integnity of treatment
programs ansing out of their financing of
alcohol and drug abuse programs
directly, out of peer review
responsbililies, and as third party
payers, the Final Rule permits access to
patient idenvfying information for audit
and evaluation activities by private
or3anizations wt circumstances identical
1o the access afforded governmental

agencies. Specifically. if a pnivate
organization provides financial
assistance !0 & program, is & third party
payer covering patients in the program,
Or 13 @ peer review organization
performing a utilization or quality
control review, the Final Rule permits
the private organization to have access
to patient identifying information for the
purpose of participating in audit and
evaluation activities to the same extent
and under the samae conditions as s
governmentai agency.

Audit and Evaluction of Medicare or
Medicaid Programs

In response to specific questions
which have come to the Department’s
attention and in recognition of the
continued importancs of the integrity of
the Medicare and Medicaid programs to
the delivery of alcohol and drug sbuse
services, the Final Rule includes a new
paragraph (c) in § 2.53 which clarifies
the audit and evaluation provisions as
they pertain to Medicare or Medicaid.

Specifically. the new paragraph
clarifies that the audit and evaluation
function includes investigation for the
purpose of administrative enforcement
of any remedy imposed by law by any
Federal. State. or local agency which
has responsibility for oversight of the
Medicare or Medicaid programs. The
new paragraph makes explicit that the
term “program” includes employees of
or providers of medical services under
an alcohol or drug abuse program.
Finally. it clanfies that & peer review
ofganization may communicate patient
identifying information for the purpose
of 8 Medicare or Medicaid audit or
evaluation to the agency responsible for
oversight of the Medicare or Medicaid
program being evaluated or audited.

Subpart E—Court Orders Authorizing
Disclosure and Use

Court-Ordered Disclosure of
Confidential Communicaticns

The existing regulattons at § 2.63 limit
a court order to “objective” data and
prohbit court-ordered disclosure of
“communications by a patient to
personnel of the program.” The
proposed regulations delete the
provision restricting a court order to
objective data and preciuding an order
from reaching “communications by a
patient to persannel of the program.”
Deletion of that provision provoked
considerable discussion and concern on
the part of a large number of persons,
85% of whom opposed allowing court-

orderad disclosure of nonobjective data.

The Final Rule at § 2.83 restores
protection {or many "communications
by & patient to personnel of the
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program” and information which is of &
nonobjective nature. but it does not
protect that information from court
order in the face of an existing threat to
a third party or in connection with an
investigation or prosecution of an
extremely serious crime.

Because the existing regulations seem
to be dealing uniformly with two related
but not necessanly identical types of
information. i.e.. "objective” data and
"communications by & patient to
personnel of the program.” the Final
Rule drops those terms in favor of the
term “confidential communications.” s
term in use since 1978 in existing
§ 2.83-1. “Confidential communications™
are the essence of those matters to be
afforded protection and are as readily
identified as “objective” data.
Furthermore. protection of “confidential
communications” {s more relevant to
maintaining patient trust in a program
than is protection of “communications
by & patient to personnel of the
program.” a term which does not
distinguish between the innocuous and
the highly sensitive communication.

Most comments in opposition to
relaxing the court order limitations on
confidential communications said that
the potential for court-ordered
disciosure of confidential
communications will compromise the
therapeutic environment. may deter
some sicohol end drug sbusers from
entering treatment. and will yield
information which may be readily
misinterpreted or abused.

While freedom to be absolutely
candid in communicating with an
alcohol or drug abuse program may have
therapeutic benefits and may be an
incentive to treatment. it is the position
of the Department that those therapeutic
benefits cannot take precedence over
two circumstances which ment court-
ardered disclosure of confidential
communications.

The first of these is # circumstance in
which the patient poses a threat to any
third party. Existing rules do not permit
a court to authorize disclosure of any
communication by a patient to a
program: for example. that the patient is
abusing a child or has expressed an
intention to kill or seriously harm
anather person. The balance between
patient confidentiality and an existing
threat posed by the pauent to life or of
serious bodily injury to another person
must be weighted in {avor of permitting
a court to order disclosure of
confidential communications which are
necessary (o protect against such an
existing threat.

The second of these circumstance is
one in which @ panent's confidential
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communications to & program are
necessary in connection with
investigation or prosecution of an
extremely senous crime. such as a crime
which directly threatens loss of life or
serious bodily injury. The Department
takes the position that 1t is consistent
with the intent of Congress and in the
best interest of the Nation 0 permit the
exercise of discretion by a court, within
the context of the confidentiality law
and regulations. t0 determine whether to
authonze disclosure or use of
coafidential communications from a
patient's treatment record in connection
with such an investigation or
prosecution.

Our aim is to strike a balance
between absolute confidentiality for
“confidentiai communications” on one
side and on the othersto protect against
any existing threat to life or serious
bodily harm to others and to bring to
justice those being investigated or
prosecuted [or an extremely serious
crime who may have inflicted such harm
in the past While many confidential
communications will remain beyond the
reach of a court order. revised § 2.83 of
the Finai Rule will permit a court to
authorize disclosure of confidential
communicatioas if the disclosure is
neccessary to protect against an existing
threat to life or serious bodily injury. if
disclosure is necessary in connection
with investigation or prosecution of an
extremely serious crime, or. as in the
existing rule, if disclosure is in
connection with a legal in
which the patient himseif/herself offers
testimony or evidence concerning the
confidential communications.

Open Hearing on Patient Request in
Connection with a Court Order

Courts authorizing disclosurs foe
noncriminal are required at
{ 2.64{c) of the Final Rule to conduct any
oral argument. review of evidence, or
heanng in the judge’'s chambers or in
some manner that ensures patient
identifying information is not disclosed
to anyone who is not a party to the
procseding, to a party holding the
record. or to the patient. The existing
rules provide that a patient may requast
an open hearing. The proposed rule did
not provide for the patent to request an
open hearing,

The existing and proposed rule
provides that a patient may consent to
use of his or her name rather than a
fictitious namae in any application for an
order authorizing disciosure for
noncnminal purposes. The existing rule
requires “voluntary and intelligent”
consent. The proposed rule snaures the
quality of the consent by requiring that

it be in writing and in compliance with
§ 231

Upon reconsideration. the Department
has reinstated the provision permitting a
patient to consent to an open hearing in
a noncriminal proceeding but with the
same formality as is requred by the
proposed rule for a consent by the
patient to use his or her name in an
application for an order. Thersfore. the
Final Rule at § 2.54(c) requires that any
hearing be held in such a way as to
maintain the patient's confidentiality
“unless the patient requests an open
hearing in & manner which meets the
written consent requirements of these
regulations.”

Content of Court Order~~Sealing of
Record as an Example

The content of a court order
authorizing disciosure for noncriminal
purposes and any order for disclosurs
and use to (nvestigate oc prosecute a
program or the person holding the
records is limited at § 2.84(e) to
essential information and limits
disclosure to those persons who have &
need for the information. [n addition, the
court is required to take such other
measures as are necessary to limit
disclosurs to protect the patient. the
physician-patient relationship. and the
treatment services. We have included at
§ 2.84(e}(3} an example of one such
measure which may be necessary:
sealing the record of any proceeding for
which disclosure of a patient's records
has been ordered. It is the Department's
experience that heightened awareness
of this possibility by members of the
treatment community and legal
profession can limit dissemination of

atient (dentifying information to those
ot whom the court determined “good
cause” exists without turning all or a
part of a patient's treatment record into
public information. The Final Rule adds
a8 an example of a measure which the
court might take to protect the patient,
the physician-patient relationship and
the (reatment service “ssaling from
public mt:ny the "0::;;1 of any ]
proceeding for which osure of &
patient's record has been ordered.” A
similar change has also been made in
§ 267(d)4).

Extramely Serious Crime as a Criterion
for a Court Order to [nvestigate or
Prosecute a Patient

The proposed rule at § 2.84 purported
to retain the exusting standard with
regard to court orders which may be

issued for the purpose of investigating or

proseculing s patient: i.e.. the standard
that no court order may authonze
disclosure and use of patient records foe
investigation or prosecution of
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nonserious crimes. In an effort to clanfy
the nature of those crimes for which a
court may order disclosure and use of
patient records to investigate or
prosecute the patient. the proposed rule
dropped the term “extremaely senous”
crime in favor of a more specific
functional definition of & cnme which
“causes or directly threatens loss of life
or serious bodily injury.” While the
proposed rule purported to retain the
existing standard. commaents received
from law enforcement agencies have
contested that outcomae. assarting that
the criterion as proposed would be
significantly narrowed. Arguing in favor
of a broader standard. law enforcement
Interests advocated a more Nexible
criterion which would permut courts to
weigh relevant factors on a case-by-case
basia

{nasmuch as the change in the
proposed rule was intended to clarify—
not to further limit——those crimes for
which a court may suthorizs use of a
patient’s record to investigats or
prosecuts the patient. the Final Rule
reinstates the existing language.
“extremely sericus.” This broader
criterion will permit more flexibility and
discretion by the courts in decidin
whather a crime is of & caliber wh.
merits use of & patient’s treatment
record to investigate or prosecuts the
patient

The Final Rule names as examples of
“extremely serious” crimes homicide,
rape, kidnapping armed robbery,
assault with a deadly weapon. and child
abuse and neglect. Delated from the list
of proposed examples is “sale of illicit

Based on the view that most patients
in drug abuse treatment are vulnerabie
to a charge of sale of illicit drugs. many
commenters asked that “sale of illicit
drugs” not be categoricaily named s an
extremely serious crime. To do so. they
asserted. would make almost all
patients in drug rehabilitation or
treatment programs vulnerable to
investigation or prosecution by means ¢
court-ordered use of their own treatmen
records.

While the Final Rule sliminates “sale
of illicit drugs” as an example of an
extremely serious crime. it does not alte
the authority of a court to find that
under appropriate circumstances sale o
an iilicit drug is. in fact. an extremely
serious crime, and it reflects a decision
to leave any such determination v
court of competent jurisdiction w
cailed upon to order the use of a
patient's treatment records to prosecutt
the patient in view of any circumstance
known to the court
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New Law To Permit Reporting of Child
Abuse and Neglect

Section 108 of Pub. L. 99-401. the
Chiidren's Justica and Assistance Act of
1988. amends sections $23(e) and 527(e)
of the Public Health Service Act (42
U S.C. 290dd-3(e) and 42 U.S.C. 290ee—
I(e)} to permit the reporting of suspected
child abuse and negiect to appropnate
State or local authonties in accordance
with State law. The amended sections of
the Public Health Service Act provide:

The prohibitions of this section do not
apply to the reporting under State law of
incidents of suspected child abuse and
neglect to the «pproprate State or local
authonties.

This newly enacted statutory
exception to the restrictions on
disclosure of information which would
identify an sicohol or drug abuse patient
provides a straightforward avenue for
making reports of incidents of suspected
child abuse and neglect in accordance
with State law without resort to devices
explained in the preamble to the
proposed rule. i.e.. obtaining & court
order. reporting without dentifying the
patient as an alcohol or drug abuser.
getting the patient's wntten consent.
entening into a qualified service
urganization agreement, or reporting a
medical emergency to medical
personnel. While the potential still
exists for using the devices descnbed in
the proposed rule. thers is no
foreseeable teason to use them to report
suspected child abuse and neglect in
view of the amendment.

Although the new law excepts reports
of suspected child abuse and neglect
from the statutory restrictions on
disclnsure and use. it does not affect the
dpplicability of the restrictions to the
onginal alcohol and drug abuse patient
record maintained by the program.
Accordingly. . following & report of
suspected child abuse or neglect. the
appropriate State authonties wish to
subpoena patient records (or program
personnael 0 testify about patient
records) {or civil or criminal proceedings
relating to the child abuse or neglect,
appropriate authorization would be
required under the statutes and
regulations. While written patent
cnnsent would suffice for & civil
proceeding. it would be necessary to
obtain an authorizing court order under
paragraph (b)(2)(C) of the confidentality
statutes and § 2.88 of the regulations for
use of the record to criminally
investigate or prosecute & patient.

Editorial Changee

The Final Rule makes very few
editonal or clanifying changes 10 the
regulations as proposed.

Number. tense. punctuation. and
sequential numbenng are changed
whers appropriate. Definitions
applicable only 10 prevention of multiple
enroiiments in detoxification and
maintenance treatment programs are
moved from the efinitions section to
§ 2.34. Section 2.35(c) has been rewntten
for clarity. A clarifying phrase or word
is added to the definition of "patient
identifying information” at § 2.11. to
§ 219 (a)(1) and (bY1) and to
§ 2.31(a)(8). The phrase “or other’ has
been added to § 2.53(c} because a count
order under § 2.66 may be issued to
investigate a program f{or criminal or
admunistrative purposes. At § 2.85(d)(3)
alternative language is adopted
consistent with language used
eisewhere to express & similar thought.
At § 2.85 (d)(4) the term “program is
used in lieu of “person holding the
records”’ inasmuch as none but o
program will be providing services to
patients.

Regulatory Procsdures
Executive Order 12291

This is not a major rule under
Executive Order 12291. Overall costs to
general medical care facilities wiil be
reduced as a resuit of the decision to
apply the regulations only to speciaiized
alcohot and drug abuse treatment
programs. Cost to covered programs will
be reduced somewhat by simplification
of the rules. The amendments do not
have an annual effect on the economy of
$100 million or more or otherwisa meet
the cniteria for a major rule under the
Executive Order. Thus. no regulatory
analysia is required. -

Regulatory Flexibility Act

As a result of the decision to apply the
regulations only to specialized aicohol
and drug abuse treatment programs. the
Final Rule will not have a significant
economic impact on a substantial
number of small entities. The regulations
will no longer apply to general medical
care providers which render alcohol o
drug abuse services incident to their
general medical care functions: thus. the
number of small entities sifected wiil be
less than substantial. The economic
impact will be less than sigruficant
because much of that impact arises from
the cost of determining that the records
of a general medical care patient are
subject to the regulations and thereaftar
treating those records differendy than
sil others in the general medical care
facility. It is anticipated that programs
covered by thase rules will realize
small savings as & result of the
simplification of the rules.
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Information Collection Requirements

Information cotlection requirements in
this Final Rule are:

{1} Obtaining written patient consent
{§ 231(a))

{2) Noufying each patient of
confidenuality provisions (§ 2.22). and

(3) Documenung any disclosure to
meet & medical emergency (§ 2.51).

The information coilection
requirements contained in these final
regulations have been approved by the
Office of Management and Budget under
section 3504(h) of the Peperwork
Reduction Act of 1980 and have been
assigned control number 0930-0099.
approved for use through Apni 30. 1969,

List of Subjects in 43 CFR Part 3

Alcohol abuse, Alcoholism,
Confidentiality, Drug abuse. Heaith
records, Privecy.

Dated: July 3. 1986
Robert & Windom,

Assisiant Secretary for Health
Approved: April 9. 1987.
Otis R Bowea,
Secrecwary.
The amendments to 42 CFR Part 2 are

hereby adopted as revised and set forth
below:

PART 2—CONFIDENTIALITY OF
ALCOHOL AND DRUG ABUSE
PATIENT RECOROS

Subpert A—introduction

21 Statutory authonty for confidentiality of
dreg abuse pauent records.

22 Statutory suthonty for confidentiality of
alcohol abuse patient records.

13 Purpose and effect.

2.4 Cruminal penalty {or violstion.

25 Reports of niclations.

Subgert §-—Generul Provigions

211 Deflnitions. :

212 Applicability.

213 Coafidentiality restrictions.

214 Minor patients.

213 Ircompetent and decsased panents.

218 Secunty (ue written records.

2.17 Undercover agents and wnformenta

2.18 Restnctions on the use of idennficavoa
cards.

2.19 Disposition of records by discontinued
programs.

320 Relationship to State laws.

221 Relationship to Federal statutes
protecting research subjects against
compulsacy disclosure of their \dennty.

122 Notice to patients of Federal
confidentiality requirements.

223 Patient access and restnction on use.
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Subpert C—Disciosures With Patient’'s
Consent

Sec

231 Form of wnitten consent.

2.32 Prohibition on redisciosure.

2.3) Disclosures permitted with wnitten
consent.

234 Disclosures to prevent multiple

enroiiments in detuxification and

maintenance treatment programs.

Disclosures to elements of the criminal
justice system which have referred
patients.

Subpert D—Discliosures Without Patient
Consent

2.51 Medical emergencies.
2.52 Research activities.
253 Audit and evaluation activities.

Sutpart £—Court Orders Authorizing
Disciosures and Use

281 Legal effect of order.

2.82 Order not applicableto records
disciosed without consent to researchers
auditors and evaluators.

283 Conlidential communications.

2.64 Procadures and cnitena for orders
authonzing disclosures fo¢ noncrniminal
purposes.

2.85 Procedures and criteria for orders
«uthonzing disclosure and use of recordt
to cnmunally \nvestigate or prosecute
patlients.

268 Procedures and cniterta for orders
authonzing disclosure and use of records
10 1nvestigate Or prosecute & program or
the person holding the records.

2.87 Orders «uthonzing the use of
undercover agents and informaants to
criminaily investigate employees oe
agents of a program.

Authority: Sec. 408 of Pub. L 32-255. 88
Stat. 79, as amended by sec. 303 (a). (b) of
Pub. L. 93-282. 83 Stat 137. 138 sec. 4(c)(S)(A)
of Pub. L 34=237 30 Stat. 244; sec. 111{c)(3) of
Pub. L 94=-581. 90 Stat. 2852: sec. 509 of Pub.
L. 96-8. 93 Stat. 003 set. 973(d) of Pub. L. 97-
35 95 Stat. 598 and transferred to sec. 27 of
the Public-Health Service Act by sec.
2(bit1611B) of Pub. L. 98-24. 97 Stat. 182 and
as anended by sec. 108 of Pub. L 9901, 100
Stel. 907 {42 U.S.C. 290ee~3) and sec. 133 of
Pub. L 91-618. 84 Stal. 1883, as amended by
sec. 122(a) of Pub. L. 93-282, 88 Stat 1J1: and
sec. 111{c)(4) of Pub. L. 94-881. 90 Stat 2882
and translerred to sec. 323 of the Public
Health Service Act by sec. 2{b)13) of Pub. L
98-24. 97 Stat 181 and as amended by sec.
108 of Pub. L 99-401, 100 Stat 907 (42 US.C
290dd-J}

Subpart A—introduction

§21 Statutory suthority for
confidentiafity of drug abuse patiert
records,

238

The restrictions of these regulations
upon the disclosure and use of drug
abuse patient records were initially
authorized by section 408 of the Drug
Abuse Prevention. Treatment. and
Rehabilitation Act (21 U.S.C. 117$). That
section as amended was transferred by
Pub. L 98-24 0 section 527 of the Public

Health Service Act which is codified at
42 U.S.C. 290ee-3. The amended
statutory authonty is set forth below:

Section 290ee=l. Confidentiality of patient
reconds.

{a) Disclosure authorization

Records of the 1dentity. diagnosis.
prognosis, ot treatment of any patient which
are maintained in connection with the
performancs of any drug abuse prevention
function conducted. regulated. or directly oe
indirectly assisted by any department or
agency of the United States shail. except as
provided 1n subsection (e) of this section. be
confidentiul and be disclosed only for the
purposes and under the circumstances
expressly authonzed under subsection (b} of
this section.

(b) Purposes and circumstances of disclosure
sffecting consenting patisat and patieat
regardless of consent

(1) The content of any record refecred to in
subsection (a} of this section may be
disclosed in accordance with the prioe
written consent of the patient with respect to
whom such record is maintained. but only to
such extent. under such circumstances. and
for such purposes as may be ailowed under
regulations prescnibed pursuant to subsechon
{8} of this section.

{2) Whether or not the patient. with respect
to whom any given record referred to in
subsection (a) of this section is maintained,
gives his written consent. the content of such
record may be disclosed as follows:

{A)} To medical personnel 10 the extent
necessary to meet & bona fide medical
emergency.

(B) To qualified personnel for the purpase
of conducting scientific research,
management audits, financial sudits. oe
program evaluation. but such personnel may
not \dentify. directly or indirectly. any
individual patient 1a any report of such
reseurch. audit. or evaiuation or otherwise
discloss patient |dentities in any manner.

(C) If authorized by an appropriate order of
s court of competent jurisdiction granted
after application showing good cause
therefor. (n assessing good cause the count
shall weigh the public interest and the need
{or disclosure against the injury to the
patient. o the physician-patient relationsthip.
and !0 the Ureatment services. Upon the
granting of such order. the court. \a
determining the extent to which any
disciosure of all or any part of any record is
neceassary. shall impose approprate
safeguards against unauthonzed disclosure.

(c) Prohibition against use of record ia
making criminal charges oc iavestigatioa of
patieat

Except as authorized by a court order
granted undaer subsection (b)(2){C) of this
section. no record referred 1o 1n subsection
(a) of this section may be used o initiate of
substantiate any criminal charges against a
patient or to conduct any investigation of a
pauent,
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{d) Continuing prohibition sgainst disclosurr
urespective of status as patient

The prohibitions of this section continue to
apply to records concerning any individual
who has been a pauient irrespective of
whether or when he cesases to be a patient.

{e) Armed Forces and Veteransy'
Administrstion: iaterchange of records: report
of suspected child abuse and negilect to State
or local suthorities

The prohibitions of this section do not
apply to any interchange of records—

(1) within the Armed Forces or witrhin
those components of the Veterans
Administration fumishing hesith care to
veterans. or

(2) between such components and the
Armed Forces.

The prohubitions of this section do not
apply to the reporting under State law of
incidents of suspected chiid abuse and
negiect to the appropriate State or local
authonities.

(N Penalty for firet and subsequent oiTenses

Any person who violates any provision of
this section or any regulation issued pursuant
to this section shall be fined not more than
$300 in the case of a first offense. and not
nore than $3.000 in the case of each
subsequent offense.

() Reguiations: interegency coasultaticas
definitions, safeguards. snd procadures,
including procecures and criteria lor iseusnc~
and scope of orders

Excapt as provided in subsaection (h) of
section. the Secretary. after consuitation wiws
the Administretor of Veterans' Affairs and
the heads of other Federsl departments and
agencies substantially affected thereby, shall
prescnbe regulations to carry out the
purposes of this section. These regulations
may contain such definitions. and may
provide for such saleguards and procedures.
including procedures and cntena foe the
issuance and scope of orders under
subsection (b)(2){C) of this section. as in the
judgment of the Secretary are necessary ot
proper to sffectuate the purposes of this
section. to prevent circumvention or evasion
thereof. or to facilitate compliance therewith
(Subsection (h} was superseded by section
111(c)(3) of Pub. L. 94=581. The responsibility
of the Administrator of Vetersns Affairs to
write regulations to provide loe
confidentality of drug sbuse patent records
under Title 38 was moved from 21 U.S.C. 1173
10 I8 U.S.C. 414.)

§22 Statutory authority for
confidentiaiity of alcohol sbuse petient
records.

The restrictions of these regulations
upon the disclosure and use of aicchal
abuse patient records were initially
authorized by section 333 of the
Comprehensive Alcohol Abuse and
Alcoholism Prevention. Treatment. and
Rehabilitation Act of 1970 (42 US.C.
4582). The section as amended was
transferred by Pub. L. 98-24 to sectic
523 of the Public Health Service Act
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which 13 codified at 42 U.S.C. 290dd-3.
The amended statutory authonty is set
forth below:

Section 290dd=-2
racordy

Confidentsality of patient

(a) Disclosure suthorization

Records of the idenuity. diagnomis.
prugnosis, or treatment of any patient which
are maintained in connection with the
performance of any program or activity
relating to alcoholism or slcohol sbuse
education. training, trestment. rehabilitation.
or research. which is conducted. regulated, or
directly or indirectly assisted by any
department or agency of the United States
shall. except as provided in subsection (e} of
this section. be confidential snd be disclosed
only for the purposes and under the
circumstances expressly suthonted under
subsection (b) of this section.

{b) Purposes snd circugnstasces of disclosure
affecting consenting patient and patient
regardiess of consent

{1) The content of any recoed referred ti in
subsection {a} of this tection may be
disclosed in accordence with the pror
written consent of the patient with respect to
whom such record 18 maintained. but only to
such extent, under such circumstances, and
for such purposes as may be sllowed under
reguldtions prescnbed pursuant to subsection
(g) of this section.

(2] Whether or not the patient. with respect
10 whom any given record referred to in
subsection (a] of this section is maintaned.
gives his wnitten consent. the content of such
record muy be disclosed a¢ follows:

{A) To medical persnanel to the extent
necessary (0 ment & bong fide medical
emergency.

{B) Tu quulified personnel for the purpuse
of conducting scientific research.
management audits. finuncial audits. or
prograrm et .iluatton. but such persannel mayv
not dentify. directlv or mdirectiv. any
individual patient 1n any repart of such
rescarch. audit, or evaluation. or otherwise
discluse patient tlentities 1n any mannaer.

(C) It authnazed by «n appropriate order of
4 cuurt of competent junisdiction granied
Jfier upplicativa showing good cuuse
therefur. [n a>sessing goud cause the court
shall wei¢h the public interest and the need
for disclosure against the injury to the
patient. to the phymcian-patient relationship.
and to the trestment servicee. Upoa the
granting of such arder. the court. \n
determining the vatent to which any
disclusure of ail ur any part of any recned 18
necessary. shull impose uppropnate
safeguards against unauthonzed disclosure.

{c) Pruolibition against use of record ia
mahking cnmunal charges or investigatios of
patient

Except as authonzed by a cowrt order
grented under subsection (b){2)(C) of this
section. no record referred ta in subsection
{3) of thig section may be used to initiate or
substanuate any cnminal charges against ¢
palient or to conduct any investigation of &
patient.

(d) Contiauing produbitios sgamnst disclasure
irrespective of status es patient

The protubitions of this sectian continue to
apply to records coocerning any individual
who has been » pament urespective of
whether ar when he ceases (o be a patient.

(e} Armed Forces and Vetersns'
Adminsusstion: imerchange of recard of

suspected child abuse aod aeglect to State or
local suthonties

The prohibiuons of this section do not
apply to uny interchange of records—

(1) within the Armed Forces or within those
components of the Veterans’ Administration
furmshing hesith care 10 veteruns. oe

{2) between such components and the
Armed Forces.

The prohibitions of this section do not apply
1o the reporung under State law of \ncidents
of suspected child abuse snd neglect to the
appropriate State or iocal authoriues.

(M) Penaicy for fires aad subsequest oifenses
Any person wha violates uny provision of
this sechon or any regulation issued pursvant
to this section shull be fined not more than

$3500 1n the case of & first oifense. and not
more than $5.0U0 in the rase of each
subseruent offense.

Except as provided ia subsection {hj of this
section. the Secretary shall prescnbe
regulations 10 carry out tbe purposes of Lhis
sectiun. These regulaliuns may contein such
definitions. «nd may provide (or such
saleguacds and prucedures. including
procedures and rnteria for the 1ssuance «nd
scnpe of orders under subsection(b)(2)/C) of
this sertion. as in the fudgment of the
Scecretdry 4re necessary of proper to
effectuale the purposes of Lus section. 10
prevent circumvention of evasion therwol. or
to facilitate compliance therewith.
{Subsection (b} was supurseded by sed.liva
111(c}(4) of Pub. L. 934-581. The rrsponsibility
of the Administrator of Veterans Affuirs to
wrnite regulations to provide for
confidentiality of sicohol abuse patient
records under Title 38 wes moved [mm 42
USC «583t0 3 US.C. a134)

§23 Purpose and effect

(¢} Purpose. Under the statutory
provisions quoted in §§ 2.1 and 2.2,
these reguistions impose restrictions
upon the disciosure and use of aicohol
and drug abuse patient records which
are maintained in connection with the
performancs of any federally assisted
alcohol and drug abuse program. The
regulations specify:

(1) Definitions, applicabulity. «nd
general resinctions 1n Subpart B
(definitions applicable to § 2.34 only
dppear in that sectionk

{2) Disclosures which may be made
with written patient consent and the
form of the written consent in Subpart
C
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{3) Disclusures which may be made
without written patient consent or an
authonzing court order 1n Subpan D:
and

(4) Disclosures and uses of patient
records which may be made with an
authur:zing court order and the
procedures and critens for the entiy und
scope of those orders in Subpart E

(b) Effect. (1) These regulatians
prohibit the Jdisclosure and use of
patient records unless certain
circumstances exist. I any
circumstances exists under which
disclosure is permitted. that
cifcumstance acts to remove the
prohibition on disclosure but it daes not
compel disclosure. Thus. the regulaticns
do not require disclosure under any
circumstances.

{2) These reyulsations are not intended
to direct the manner in which
substanuve functions such 48 researrh.
treatment, and evaluation are carned
out. They are intended to insure that an
alcohol or drug abuse patientin ¢
federaily assisted alcuhol or drug sbuse
progrum is not made more vuinersble by
reason of the availabuity of his or her
patient record than an individual who
has an alcohol or drug problem und who
Jdoes not seek treatment

(3) Because there is & cnmunal penalty
(a fine—see 42 U.S.C. 290we-3(f). 42
U.S.C. 290dd-3(f) and 42 CFR § 2.4) nr
violsting the regulations. they are to be
construed sinctly in favor of the
potential violator in the same manner as
a cnminal statute (see M. Kraus &
Brothers v. United States. 3127 U 8. 814,
821-22. 66 S. Ct. 708, 707-08 (1948)).

§ 24 Criminal penaity for violstion.

Under 42 US.C. 290ee~3(f) and 42
U.S.C. 290dd-3(I). any person who
violates any provision of those statutes
of these regulations shall be fined not
more than $500 in the case of a first
offense. and not more than $3.000 in the
case of each subsequent offense.

§ 25 Reports of violationa.

(a} The report of any violaton of these
rejulations may be directed to the
United Staies Attorney for the judiciai
district 1n which the violation occurs.

(b) The report of any violation of
these reguldtions by & methadone
program may be directed to the Reqional
Offices of the Food and Drug
Administration.

Subpart B—General Provisions

§ 211 Definitions.

For purposes of thesa regulaticns:
Alcuhol abuse mesns the use of «n
alcohouc beverage which impairs the
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physical. mental. emotional. or social
well-being of the user.

Drug abuse means the use of a
psychoactive subetancs for other than
medicinal purposes which impairs the
physical. mental. emotional. or social
well-being of the user.

Diagnos:s means any reference to an
individual's alcohol or drug abuse or to
a condition which 13 identified as having
been caused by that abuse which is
made for the purpose of treatment or
referral for treatment.

Disclose or disclosure means a
communication of patient indentifying
information. the affirmative venfication
ol another person’s communication of
patient identifying information. or the
communication of any information from
the record of a patient who has been
identified. ,

Informeant means art individual:

(a} Who is a patient or employee of &
program or who becomes a patient or
employee of a program at the request of
a law enforcement agency or official:
and

(b} Who at the request of s law
enforcement agency or official observes
one or more patients or employees of the
program for the purpose of reporting the
information obtained to the law
enforcement agency or official.

Patient means any individual who has
applied for or been given diagnosis or
treatment for alcohol or drug abuse at a
federaily assisted program and inciudes
any individual who. after arreston a
cnminai charge. is identified as an
alcohol or drug abuser in order to
determine that individual’s eligibility to
participate in a program.

Patient identifying information means
the name. address. sotial security
number. fingerprints. photograph. or
similar nformation by which the
identity of a patient can be determined
with reasonabie accuracy and speed
either directly or by reference to other
publicly avaiiabie information. The term
does not include a number assigned to a
patient by & program. if that number
does not consist of, or contain numbers
{such as a social security. or driver's
license number) which could be used to
identify a patient with reasonable
accuracy and speed from sources
external to the program.

Person means an individual,
partnership. corporation. Federal. State
or local government agency. or any
other legal entity.

Progrom means a person which in
whole or in part holds itsaif out as
providing, and provides. alcohol or drug
abuse diagnosis. treatment. or referral
for trestment For & general medical care
‘facility or any part thereof to be &
program, it must have:

{(a) An Identified unit which provides
alcohol or drug abuse diagnosis,
treatment. or referral for treatment or

(b} Medical personnel or other staff
whose primary function is the provision
of alcohol or drug abuse diagnos:s.
treatmant, or referral [or treatment and
who are identified as such providers.

Progrom director means:

(a) In the case of & program which is
an individual. that individual:

(b} In the case of a program which is
an organization, the individual
designated as director, managing
director. or otherwise vested with
authonty to act as chief executive of the
organization.

Qualified service organization means
& pecrson which:

{a) Provides services to a program.
such as data processing, bill coliecting,
dosage preparation. laboratory
analyses. or legal. medical. accounting,
or other professional services. or
services to prevent or treat child abuse
or neglect. including training on
nutnition and child care and individual
and group therapy. and

(b) Has entered into a written
agreement with a program under which
that person:

(1) Acknowledges that in receiving,
storing, processing or otherwise dealing
with any patient records from the
progams. it is fully bound by these
regulations: and

(2) Uf necessary. will resist in judicial
proceedings any efforts to obtain access
to patient records except as permitted
by these regulations.

Records means any information.
whether recorded or not, relating to a
patient received or acquired by a
federally assisted aicohol or drug
program.

Third party payer means a person
who pays. or agrees to pay. [or diagnosis
or treatment furnished to a patient on
the basis of a contractual relationship
with the patient or a member of his
family or on the basis of the patient's
elipbility for Federal. State. or local
governmental benefits.

Treatment means the management
and care of & patient suffering from
alcohol or drug abuse. a condition which
is identified as having been caused by
that abuse. or both. in order to reducs or
eliminate the adverse effects upon the
patient.

Undercover agent means an officer of
any Federal. State. or local law
enforcement agency who enrolls in or
becomes an empioyes of a program for
the purpose of investigating a suspected
violation of law or who pursuss that
purpose after enrolling or becoming
empioyed {or other purposes.
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§ 212 Applicability.

(a) Genera/—{(1) Restrictions on
disclosure. The restrictions on
disciosure in these regulations apply to
any informanoa whather or not
recorded. which:

(i) Would identify & patient i3 an
alcohol or drug abuser either directly. by
reference to other publicly available
information. or through verification of
such an identification by another
person: and

(ii) Is drug abuse information obtained
by a federally assisted drug abuse
program after March 20. 1972 or s
alcohol abuse information obtained by a
federally assisted aicohol abuse
program after May 13. 1974 {or if
obtained before the pertinent date. is
maintained by a federaily assisted
alcohol or drug abuse program after that
date as part of an ongoing treatment
episode which extends past that date}
for the purpose of treating alcohol or
drug abuse. making & diagnos:s foc that
treatmeat. or making a referral for that
treatment

(2) Restriction on use. Thae restriction
on use of information to initiate or
substantiate any criminal charges
against a patient ot to conduct any
cnminal investigation of a patient (42
U.S.C. 290ee-3(c). 42 U.S.C. 290dd-3(¢
applies to any information. whether or
not recorded which is drug abuse
information obtained by a federally
assisted drug abuse program after
March 20. 1972 or is alcohoi abuse
information obtained by & federally
assisted alcohol abuse program after
May 1. 1974 {or if obtained before the
pertinent date. is maintained by s
federally assisted alcohol or drug abuse
program after that date as part of an
ongoing treatment episode which
extends past that date), {or the purpose
of treating slcohol or drug abuse.
making a diagnosis for the treatment. ot
making a referral for the treatment.

(b} Federal assistance. An aicohol
abuse or drug abuse program .3
considered to be federaily assisted if:

{1) It i3 conducted in whole or in part.
whether directly or by contract or
otherwise by any department nr agency
of the United States (but see paragraphs
(c}(1) and (c)(2) of this section relating to
the Veterans' Administration and the
Armed Forces);

{2) It is being carried out under a
license. certificaton, registration. or
other authonization granted by any
department or agency of the United
States including but not limited to:

(i) Certification of provider status
under the Medicare program:
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(i1} Authorizatien to conduct
methadone maintanasce Ksatment (see
21 CFR 291.50S) o¢

{11i) Registration to dispense a
substance under the Controiled
Substances Act to the extent the
controlled substance s used n the
treatment of aicohol or drug abuse:

(3} It 1s supported by funds provided
by any department or agency of the
United States by being:

(i} A recipient of Federal financial
assistance in any form. including
financial assistance which does not
directly pay for the alcohol or drug
ahuse diagnosis, treatment. or referral
Activities: or

{ii) Conducted by a State or local
government until which. through general
or special cevenue sharing or other
forms of assistance. receives Federal
funds which could be (but are not
necessarily) spent fur the alcohol or
drug abuse program: or

{4} [t is assisted by the Internal
Revenue Service of the Department of
the Treasury through the allowance of
income tax deductions for contributions
to the program or through the granting of
tax exempt status to the program.

(c) Exceptions—{1) Veterans’
Administration. These regulations do
not apply to information on alcohol and
drug abuse patients maintained in
connection with the Veterans’
Adminustraton provisions of hospital
care. nursing home care. domiciliary
care. and medical services under Title
38 United States Code. Those records
are governed by 38 U.S.C. 4132 and
regulations issued under that authornity
by the Administrator of Veterans’
Affairs. .

{2} Armed Forces. These regulations
apply to any information described in
paragraph (a) of this section which was
obtained by any componaent of the
Armed Forces during 8 penod when the
patient was subject to the Uniform Code
of Military justice except

(i} Any interchange of that
informatioa within the Armed Forces:
and

(i1) Any interchangs of that
information between the Armed Forces
and those components of the Veterans
Administration furnishing health care to
veterans.

(3) Communication within a program
or between a progrom and an entity
having direct administrat* e control
over that program. The tes.usictions on
disclosure in these regulstions do not
apply to communications of informatioa
between or among personnel having a
need for the information in connection
with their duties that arise out of the
provision of diagnos:«. treatment. or

referral for treatment of alcohol or drug
abuse if the communications are

(i) within a program or

(i) between a program and an entity
that has direct administrative control
over the program.

(4) Qualified Service Organizations.
The restrictions on disclosure in these
regulations do not appiy to
communications between s program and
a qualified service organization of
information needed by the organization
to provide services to the program.

(S) Crimes on program premises or
against program personnel. The
restrictions on disclosure and use in
these regulations do not apply to
communications {rom program
personnel to law enforcement officers
which—

(i) Are directly related to a putient's
commission of & crime on the premises
of the program or agsinst program
personnel or to & threat to commut such
a crime: and

(i1} Are limited to the circumstances of
the incident, including the patient status
of the individual committing or
threatening to commut the cnme. that
individual's name and address. and that
individual's last known wheresbouts.

{8) Reports of suspected child abuse
and neglect. The restrictions on
disclosure and use in these regulations
do not apply to the reporting under State
law of incidents of suspected child
abuse and neglect to the appropriate
State or local authorities. However. the
restrictions continue to apply to the
original alcohol or drug abuse patient
records maintained by the program
including their disclosure and use for
civil or criminal proceedings which may
arise out of the repoct of suspected child
abuse and neglect.

(d) Applicability to recipients of
information—{1) Restriction on use of
information. The restriction on the use
of any information subject to these
regulations to initiate or substantiate
sny criminal charges against & patient or
to conduct any criminal investigation of
& patient applies to any person who
obtains that information from &
federally assisted alcohol oe drug abuse
program. regardless of the status of the
person obtaining the information or of
whether the information was obtained
in accordancse with these regulations.
This restriction on use bars. among
other things. the introduction of that
information as evidence in a criminal
proceeding and any other use of the
information to investigate or prosecute &
patient with respect to a suspected
cnme. information obtatned by
undercover agents or informants (see
§ 217) or through patient access (see
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§ 2.23) is subject to the restnction on
use.

{2) Restrictions on disclosures—Third
party payers. administrative entities.
and others. The restrictions on
disclosure in these regulations apply tex

(i) Third party payers with regard to
records disclosed to them by federally
assisted alcohol or drug abuse programs

(11) Entities having direct
administrative control over programs
with regard to information
communicated to them by the program
under § 2.12(c)(3): and

(i1i) Persons who receive patient
records directly from a federally
assisted alcohol or drug abuse program
and who are noufied of the restnctions
on rediscliosure of the records in
accordance with § 2.32 of these
regulations.

(@) Explanation of applicability—{1)
Coveroge. These regulations cover any
information {including information on
referrai and intake) about alcohol and
drug abuse patients obtained by &
program (as the terms “patient” and
“program” are defined in § 2.11) if the
program is federally assisted in any
manner described in § 2.12(b). Coverage
includes, but is not limited to. those
treatment or rehabilitation programs,
employee assistancs programs.
programs within general hospitals,
school-based programs. and private
practitioners who hold themselves out
as providing, and provide alcohol ot
drug abuss diagnosis. treatment, o¢
referral for treatment.

(2) Federal assistance to program
required. lf a patient's alcohol or drug
abuse diagnosis. treatment, or referral
for treatment is not provided by s
program which s federaily conducted.
regulated or supported in a manner
which constitutes Federal assistance
under § 2.12(b). that patient's record is
not coversd by these regulations. Thus.
it 1s possible for an individual patient to
benefit from Federal support and not be
covered by the confidentiality
regulations because the program in
which the patient is enroiled is not
federally assisted as defined in § 2.12(b).
For example. if a Federal court placed
an individual in a private for-profit
program and made a payment to the
program on behalf of that individual.
that patient’s record would not be
covered by thesa regulations unless the
program itself received Federal
assistance as defined by § 212(b).

(3) Information to which restrictions
are applicable. Whather s restriction i1s
on use or disclosurs affects the type of
information which may be availabie.
The restrictions on disclosure appiy to

any information which would identify a
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patient as an alcohol or drug sbusar.
The restnction on use of information to
brng cnminai charges against & patient
for a crime applies to eny information

obtained by the progrsm for the purpose
of diagnosis. rewument. or referral for

(reatment of alcohol or drug abuse.
(Note that restrictions on use and
disclosure apply o recipients of
information under § 212(d).)

(4) How tvpe of diagnosis affects
coverage. These regulations cover
any record of a diagnoeis identifying a
patient as an sicohol or drug abuser
which is prepared in connection with
the treatment or referral for trestment of
alcohol or drug abuse. A diagnosis
prepared for the purpose of treatment or
referral [or treatment but which i1s not so
used I1s covered by these regulations.
The foilowing are not cnvered by these
regulations: .

{i) diagnosis which is made solely for @

the purpose of providing evidence for
use by law enforcement suthorities: or

(i1} A diagnosis of drug overdose or
aleohol intoxication which clearly
shows that the individual involved is not
an glcohol or drug abuser (e 8.
involuntary ingestioa of alcohol or drugs
or reaction to e prescribed dosage of

one or more drugs).

§213 Configentiality restrictions.

{a) Ceneral. The patient records to
which these regulations apply may be
disclosed or used only as permitted by
these regulations and may not otherwise
be disclosed or used in any civil,
criminal. administrative. or legislative
proceedings conducted by any Federal,
State. or local suthority. Any disclosure
made under these regulations must be
limited to that information which is
necessary to carry out the purpose of the
disclosure.

{b} Unconditional compliance
required. The restrictions on disclosure
and use in these regulations apply
whether the holder of the information
believes that the person seeking the
information already has it, has other
means of obtaining it. is a law
enforcement or other official. has
vbtained a subpoena. or asserts any
other justification {or a disciosure or use
which is not permitted by these
regulations.

(c) Acknow/edging the presence of
pauients: Responding o requests. (1) The
presencs of an identified patient in &
facility or component of a facility which
is publicly identified as & place where
only alcohol or drug abuse disgnosis.
treatment, or referral is provided may be
acknowiedged only f the patient’'s
wrnitten consent is obtained in
accordance with subpart C of these
reguldtions or if an authonzing court

order is entered in accorddnce with
Subpart E of these regulations. The
regulations permit acknawledgement of
the presence of an identified patient in a
facihity or part of a facility if the facility
is not publicy identified as only an
dlrohol or drug abuse diagnoss.
treatment or referral facility. and if the
uckrnowlediement does not reveal that
t1e patient 18 sn alcohol or drug abuser.

(2) Any answer to a request for s
disclosure of patient records which is
not permissible under these regulations
must be made in a way that will not
affirmatively reveal that an identitied
individual has been. or is being
diagnosed or treated for slcohol or drug
abuse. An inquiring party may be given
a copy of these regulations and advised
that they restrict the disclosure of
alcuhol or drug abuse patient records.
but may not be told affirmatively that
the rogulations restrict the disclosure of
the records of an idenufied patient. The
regulations do not restnct & disclosure
that an idenufied individual is not and
never has been a patient.

§2.14 Minor patients.

{8) Definition of minor. As used in
these regulations the term “minor”
means a person who has not attained
the age of majonity specified in the
applicable State law, or if no age of
majority is specified in the applicable
State law. the age of eighteen years.

(b} State /aw not requiring parental
consent to treatment. lf a minor patient
acting alone has the legal capacity
under the applicable State iaw to spply
for and obtain aicohol or drug abuse
treatment, any wntten consent for
disclosure authorized under Subpart C
of these regulations may be given only
by the minor patient. This restriction
includes. but is not limited to. any
disclosure of patient identifying
information to the parent or guardian of
e minor patient [or the purpose of
obtaining financial reimbursement.
These regulations do not prohibit &
program [rom refusing to provide
treatment until the minor patient
consents 1o the disclosure necessary to
obtain reimbursement. but refusal to
provide treatment muy be prohibited
under a State or local law requinng the
program to furnish the service
irrespective of ubility to pay.

(c) State law requiring parental
cunsent to treatment. (1) Where State
law requires consent of & parent.
guardian, or other person for a minor to
obtain alcohotl or drug abuse treatment.
any written consent for disciosure
duthonzed under Subpart C of these
regulations must be given by both the
minor and his or her parent. guaedian. o¢
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other person suthorized under State lav.
to act in the minor's behalf.

(2) Where State law requires parentai
ronsent to treatment the fact of o
minor's anplication {or treatment may
be communicated to the minor's parent.
guurdian. or other person authorized
under State law to act in the minor's
hehalf only if:

(i) The minor has given wnitten
consent to the disclosure in accordance
with Subpart C of these regulations or

(i1) The minor lucks the capacity to
make & rational choice regarding such
consent as judged by the program
director under paragraph (d) of this
section.

(d) Minor applicant for services lacks
capacity for rational choice. Facts
relevant to reducing a threat to the life
or physical well being of the applicant
or any other individual may be
disclosed to the parent. guardian. or
other person authorized under State law
to act in the minor's behalf if the
program director judges that

(1) A minor spplicant {or services
lacks capacity because of extreme youth
or mental or physical condition to make
a rational decision on whether to
consent to a disclosure under Subpart C
of these reguiations to his or her parent
guardian. or other person authonzed
under State law to act in the minor's
behalf. and

(2} The applicant's situation poses &
substantial threat to the life or physical
well being of the applicant or any other
individual which may be reduced by
communicating relevant facts to the
minor's parent. guardian. or other
person authonzed under State law to act
in the minor's behalf.

§2.1% Wncempetent and decessed
patenta.

{a} Incompetent patients other than
minors—i1) Adjudication of
incompetance. [n the case of a patient
who has been adjudicated as lacking the
capacity. for any reason other than
insufficient age. to manage his or her
own affairs. any consent which s
required under these regulations may be
given by the guardian or other person
authorzed under State law to act in the
patient’s behail.

(2) No adjudication of incompetency.
For uny penod for which the program
director determines that a patent. other
than a minor or one who has been
adjudicated incompetent. suffers from a
medical condition that prevents
knowing or effective action on his or her
own behalf, the program director may
exercisa the right of the patient to
consent to 8 disclosure under Subpaet C
of these regulations for the sole purpose
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of obtaining payment for services from a
third party payer.

(b} Deceased patients—{1) Vital
statistics. These regulations do not
restrict the disclosure of patient
identifying information relating to the
rause of death of a patient under laws
requiring the coilection of death or nther
vital statistics or permitting inquiry :nto
the cause of death.

(2) Consent by personal
representative. Any other disclusure of
information identifying a deceased
patient as an alcohol or drug abuser is
subject to these regulations. If a written
consent to the disclosurs is required.
that consent may be given by an
executor. adminustrator. or other
personal representative appointed under
applicable State law. If there is no such
appointment the consent may be given
by the patient's spouse or. if none, by
any responsible ::mbcr of the patient's
family.

§ 218 Security for written records.

(a) Written records which are subject
to these regulations must be maintained
in a secure room. locked file cabinet,
safe or other similar container when not
in use; and

(b) Each program shall adopt in
wniting procedures which regulate and
control access to and use of written
records which are subject to these
regulations.

§ 217 Undercover sgents and informants.

(a) Restrictions on placement. Except
as specifically authonzed by a court
order granted under § 2.8 of these
regulations, no program may knowingly
employ, or enroll as a putient. any
undercover agent or informant.

(b) Restriction on use of information.
No information obtuined by an
undeccover agent or informant. whether
or not that undercover agent oe
informant is place in a program pursuant
10 40 authonzing court order. may be
used 1o criminaily investigate or
prosecute any patient.

§ 218 Restrictions en the vse of
identification cardh

No persoa may require any patisnt to
carry on his or her person while away
from the program premises any card or
other object which would identify the
patient as an alcohol or drug abuser.
This section dues not prohibit a person
from requiring patients to use or carry
curds or other identification ohjects on
the premises of s program.

§ 219 Oleposition of records by
dlacontinued programe.

(a) General. If a program discontinues
operations or is taken over or acquired
by another program. it must purge

patient (dentifying informaton from its
records or destroy the recurds unless—

(1) The patient who 13 the subject of
the records gives written consent
{meeting the requirements of § 2.31)to a
transfer of the records to the accuiring
prugram or to any other program
designated in the consent (the manner of
obtaining this consent must min:mize
the likelihood of a disclosure of patient
identifying information to a third party):
or

{2) There is a legal requirement that
the records be kept for a period
specified by law which does not expire
until after the discontinuation or
acquisition of the program.

(b) Procedure where retention period
required by iaw. I paragraph (a)(2) of
this section applies. the records must be:

(1) Sealed in envelopes or other
containers labeled as follows: "Records
of [insert name of program) required to
be maintained under [insert citation to
statute. regulation, court order or othee
legaul authority requiring that records be
kept) until & date not later than {insert
appropnate date|": and

{2} Held under the restrictions of these
regulations by a responsible person who
must, as soon as practicable after the
end of the retention period specified on
the label. destroy the records.

§ 220 Relationship to State laws.

The statutes authorizing these
regulations (42 U.S.C. 290ee-3 and 42
U.S.C. 290dd-3) do not preempt the field
uof law which they cover to the exclusion
of all State laws in that field. If &
disclosure permitted under these
requlations is prohibited under State
law. neither these regulations noe the
authorizing statutes may be cunstrued to
authorize any violation of that State
law. However, no State law may either
authorize or compel any disclosure
prohibited by these regulations.

§ 221 Reistionship to Federsl statutes
protecting resserch subjects sgainst
compuisory disciosure of their identity.

(a) Research privileye Jescription.
There may be concurrent coverage of
satient \dentifying information by these
regulations and by administrative action
taken under: Section 303(a) of the Public
Heaith Service Act (42 U.S.C. 2424(a)
and the implementing regulations at 42
CFR Part 2a): or section 302(c) of the
Controlled Substances Act {21 US.C.
872(c) and the implementing reguiations
at 21 CFR 1316.21). These “research
privilege” statutes confer on the
Secretary of Health and Human Services
and on the Attorney Cenersl
respectively. the power to authonze
researchers conducting certain types of
research to withhold from all persons
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not connected with the research the
names and other 1dentifying information
concerning individuals who are the
subjects of the resea:ch.

(b) E¥ect uf concurrent coverage.
These regulations restrict the disciosure
and use of :nformation about patients,
while administrative action taken under
the reseurch privilege statutes and
implementing regulations protects a
person engaged in applicable research
from being compeiled to disclose any
identifying charactenstics of the
individuals who are the subjects of that
research. The issuance under Subpart E
of thess regulations of a court order
authorizing a disclosure of \nformation
about & patient does not affect «n
exercise of authority under these
research privilege statutes. However,
the research privilage granted under 21
CFR 291.505(g) to treatment programs
using methadone {or maintenance
treutment does not protect from
compulsory disclosure any imformation
which is permitted to be disclosed under
those regulations. Thus. if a court order
entered 1n accordance with Subpart E of
these reguiations authorizes a
methadone maintenance treatment
program to disclose certain information
about its patients. that proyram may not
invoke the research privilege under 21
CFR 291.505(g) as & defensea to a
subpoena [or that information.

§ 222 Notioe o patients of Federsl
confidentiality requirements.

(a) Notice required. At the time of
admission or as soon threreafter as the
patient is capable of rational
communication. each program shall:

(1) Communicate to the patient that
Federal law and regulations protect the
confidentiality of aicohol and drug
abuse patient records: and

(2) Give to the patient a summary in
writing of the Federal law and
regulations.

(b) Required elements of written
summary. The weitten summary of the
Federal law and regulations must
include:

(1) A general description of the limited
circumstances under which a program
muy acknowledge that an individual is
present at a facility or disclose outside
the program information identifying a
p.tient as an alcohol or drug sbuser.

(2] A statement that violation of the
Federal law and regulations by a
program is a crime and that suspected
violations may be reported to
appropnate authoritias in accordence
with these regulations.

(3] A statement that information
related to a patient’s commission of a
crime on the premises of the program oe
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4gainst personnel of the program is not
protected.

{4) A statement that reports of
suspected child abuse and neglect made
under State law !0 appropriate State or
local authonties are not protected.

{5) A citation to the Federal l«w and
regulations.

(c) Program optiuns. The program may
devise its own outice or may use the
sample notice in paragraph (d) to
comply with the requirement to provide
the patient with a summary in wnting of
the Federal law and regulations. In
addition, the program may include in the
wntten summary informanon
concerning State law and any program
policy not inconsistent with State and
Federal law on the subject uf
confidentiality of alcohol ard drig
abuse patient records. |

(d) Sample notice.

Confideatiality of Aloshal sad Drug Abuse
Patest Records

The confidentiatity of alcoho! and drug
abuse patient records maintsined by this
program s protected by Federsl law and
regulations. Cenerally. the program may not
say (0 & person outside the program that s
patient stiends the program, or disciose any
1flormation idenufying s patient as an
alcohol or drug abuser Un/ess:

{1) The patient consents in writing:

(2) The disclosure is allowed by & court
order or

{3} The disclosure » made (0 medical
personrel in a medical emergency or to
yuashfied personnel {or research. audit. or
program eveiuation.

Violation of the Federa! law and
regulations by a program is a crime.
Suspected violstans may be reported to
appropnate suthonties \a accordance with
Federal regulations.

Federal law and regulations do not protect
any informahon about a crime commutted by
& patient either at the program or agsinast any
person who works {or the program or sbout
any threat (0 commit such a crime.

Federsl laws and regulations do a0t protect
any nformation abowt suspecied chiid abuse
or neglect from being reporied uader State
law t0 appropnaie Slase er local suthorities.
{See 42 U.S.C. 290dd=d and 42 US.C. 290ee-3
{or Feders] lawe and 42 CFR Purt 2 foe
Federal reguistions.)

(Approved by the Office of Management and
Budget under Control No. 0830-0098. )

§223 Petient 500088 and restrictions on
e,

(8] Potient access not prohibited.
These regulations do not prohibit o
program from giving a patient access to
his or her own records. including the
opportunity to inspect and copy any
records that the program maintaing
about the parient The program is not
required to obtain a patient's written
consent or other authonzation under

these regulations in order to provide
such access to the patient.

{b) Restriction an use of information.
Information obtained by patient accass
10 his or her patient record is subject to
the restriction on use of his information
to initiate or substantiate eny criminaj
charges against the patient or to conduct
any criminal investigation of the patient
as provided for under § 2.12(d)(1).

Subpart C—~Disciosures With Patient's
Consent

§2.31 Form of written consent,

(a) Required elements. A written
consent to a disciosure under these
regulations must include:

(1) The specific name or genersl
designation of the program or person
permitied to make the disclosure.

(2) The name or title of the individual
or the name of the organization to which
disclosure is to be made.

(3) The name of the patient.

{4) The purpose of the disclosure.

($) How much and what kind of
information is to be disclosed.

{8) The signature of the patient and,
when required for & patient who is 8
minor. the signature of s person
authorized to give consent under § 2.14
of. when required for a patient who is
incompetent or decessed. the signaturs
of a person suthorized to sign under
§ 2.15 in lieu of the patient.

{7} The date on which the consent is
signed.

{8) A statement that the consent is
subject to revocation at any time except
to the extent that the program or persoa
which is to make the disclosure has
already acted in reliance on it. Acting in
reliance inciudes the provision of
restment services in reliancs on & vaiid
consent to discioee information to a
third party payer.

{9) The dste. event. or condition upon
which the consent will expire «f not
revoked before. This date, event. or
condition must insure that the consent
will last no longer than reasonably
necessary to serve the purposae for
which it is given.

{b) Sampie consent form. The
following form complies with paragraph
(a) of this section. but other elements
may be added.

1. 1 {namae of patient) O Request O Authorize:
2. (name oc general designation of program
which is to make the disclosure)

3. To disclose: (kind and amount of
information to be disciosed)

4. To: (name or utle of the person or
uhgdnization to which disciosure 1 to be

made)
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S. For (purpose of the disclosure)

8. Date (on which thie consent 1s signed)

7. Signature of patient

8 Signature of parent or guardias (where
required)

9. Signature of person authorized to sign n
l1au of the patient (where required)

10. This consent is subject to revocation at
any time except to the extent that the
progrsm which is to make the disclosure hae
already taken action in reliancs on 1t. If not
previously revoked, this consent wnit
terminate upon: (speaific date. event. or
condition)

(c) Expired, deficient. or false consent.
A disciosurs may not be made on the
basis of & consent which:

(1) Has expired:

(2) On its face substantially fails to
conform to any of the requirements set
forth in paragraph (a) of this section;

(3) Is known to have been revoked: or

(4) ls known, or through a reasonasble
eflort could be known, by the person
holding the records to be materially
false.

(Approved by the Offics of Management and
Budget under Control No. 0830-0088.)

§2.32 Prohibition on redisciosure.

(a) Notice to accompany disclosure.
Each disclosure made with the patieat's
written consent must be accompanied
by the [ollowing written statement:

This informatioa has bees disciosed 10 you
from records protected by Federai
confidentiality rules (42 CFR Part 2). The
Federal ruies prohibit you from maiung any
(urther disclosure of this information uniess
further disclosure is experesaly permutted by
the wnitten consent of the person to whom it
pertains or as otherwise permitted by 42 CFR
Part 2 A general authorization {or the reiease
of medical or other information 1s NOT
sufficient for this purpose. The Federal rules
restnct any use of the information 1o
cnminally investigats or prosecute any
slcohol or drug sbuse patient.

§2.33 Disciosures permitiod with written
consent,

If & patient consents to a disclosure of
his or her records under § 2.31. s
program may disclose those records in
accordancs with that consent o any
individual or organization named in the
consent, except that disclosures to
central registries and in connection with
crnzunal justice referrals must meet the
requirements of § 2.24 and 2.38
respectively.
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$ 234 Disclosures to prevent muitipie
esncoliments in detoxification snd
MAINtENINCSE restinent programe.

(a) Definitions. For purposes of this
section:

Centrul registry means an
organization which obtains frum two or
more member progams patient
identifying information about
individuals applying fot maintenance
treatment or detoxification treatment for
the purpose of avoiding an individual's
concurrent enroliment in more than one
program.

Detoxification treatment means the
dispensing of a narcotic drug in
decreasing doses to an individual in
order to reduce or eliminate adverse
physiological or psychoiogical effects
incident to withdrawal from the
sustained use of & narcotic drug.

Maintenance'treatment means the
dispensing of a narcotic drug i1n the
treatment of an individual for
dependence upon heroin or other
morphine-like drugs.

Afember program means a
detoxificstion treatment or maintenance
treatment program which reports patient
identifying information to a central
registry and which is in the same State
as that central registry or is not more
than 128 miles from any border of the
State in which the central registry is
located.

(b) Restrictions on disclosure. A
program may disclose patient records to
a central registry or to any
detoxification or maintenance treatment
program not more than 200 miles away
for the purpose of preventing the
multipie enroilment of & patient only if:

(1) The disciosuce is made when:

(1) The patient'is accepted for
treatment:

(11} The type or dosage of the drug is
changed: or

(i) The treatment is interrupted.
resumed or terminated.

(2} The disclosure 18 limited to:

{1} Patient identifying information:

(1) Type and dosage of the drug: and

(ii1) Relevant dates.

{3) The disclosure is made with the
patient's written consent meeting the
requirements of § 2.31. except that: -

(1) The consent must list the name and
address of each central registry and
each known detoxification or
maintenance treatment program 1o
which a disclosure will be made: and

{u) The consent may euthorize a
disclosure to any detoxification or
maintenance treatment program
established within 200 miles of the
program after the consent is given
w:thout naming any such program.

{c) Use of information limited to
prevention of muliiple enco!lments. A

central registry and any detoxification
or mainlenance treatment program to
which information (s disciosed to
prevent muitiple enrollments may not
redisclose or use patient identifying
information for any purpose other than
the prevention of multiple enroliments
unless authorized by a court order under
Subpart E of these regulations.

(d) Permitted disclosure by a central
registry to prevent a multiple
enroliment. When a member program
asks @ central registry if an idenufied
patient 1s enrolled in another member
program and the registry determines
that the patient is so enrolled. the
registry may disclose—

{1) The name. address. and telephone
number of the member program(s) in
which the patient is already enrolled to
the inquiring member program: and

(2) The name. address. and telephone
number of the inquiring member
program to the member program(s} in
which the patient is already enroiled.
The member programs may
communicate as necessary to venfy that
no error has been made and to prevent
or eliminate any multiple enroliment.

(e) Permitted disciosure by a
detoxification or maintenance treatment
program to prevent a multiple
enroliment. A detoxification oc
maintenance treatment program which
has received a disclosure under this
section and has determined that the
patient is already enrolled may
communicate as necessary with the
program making the disclosure to venfy
that no error has been made end to
prevent or eliminate any multiple
enroliment.

§ 238 Oisslosures to slements of the
crimingl jJustioe system which Rave referred
patients.

(a} A program may disclose
information about & patient to those
persons within the criminal justice
system which have made participation
in the program a condition of the
disposition of any criminal proceedings
against the patient or of the patient's
parole or other release from custody if:

{1} The disclosure 18 made only to
those individuals within the criminal
justice system who have a need for the
information 1n connection with their
duty to monitor the patient’'s progress
{e.g.. a proseculing attorney who is
withholding charges aguinst the patient,
A cOurt granting pretnal or posttrial
release. probation ot parole officers
responaible for supervision of the
patieat): and

(2) The putient has signed a4 wntten
consent meeting the requitements of

231 {except paragraph (a}(8) which is
inconsistent with the revocalion
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provisiuns of paragraph (c) of ths
section) and the requirements of
paragraphs (b) and (¢) of this section.

(b) Quration of consent. The written
cunsent must stute the period during
which it remaing in effect. This period
must be reasonable. taking 1nto accoun

(1) The anticipated length of the
lreatment:

{2) The type of criminal proceeding
involved. the need for the information:
connection with the final dispositiun of
that proceeding. and when the final
disposition wiil occur: and

{3) Such other factors as the program
the patient, and the person(s) who wilil
receive the disclosure consider
pertinent.

(c) Revocation of consent. The writte
consent must state that it 1s revocable
upon the passage of & specified amount
of time or the occurrence of a specified
ascertainable event. The ime or
occurrence upon which consent
becomes revocable may be no luter tha
the final disposition of the conditional
release or other action in connection
with which consent was given.

(d) Restrictions on redisclosure and
use. A person who receives patient
information under this section may
redisclose and use it only to carry out
that person’s official duties with regarc
to the patient’s conditional release or
other action in connection with which
the consent was given.

Subpart D—Disclosures Without
Patient Consent

§2.51 Medical emergencies.

(a) Cenerol Ru/e. Under the
procedures required by paragraph (c) c
this section. patient identifying
information mayv be disclosed to medic
personnel who have a need for
information about a panent for the
purpose of treating a condition which
poses an immediate threat to the heaitt
of any individual and which requires
immediate medical intervention.

(b) Special Rule. Patient identifying
information may be disclosed to medic
personnel of the Food and Drug
Administration (FDA) who assert a
reasun 1o believe that the heaith of uay
adividual may be threatened by an
crror in the manulacture. labeling. of
sale of a product undet FDA junisdictic
and that the information will be used fi
the exclusive purpnse of noufying
patients or their physicians of potentia
dangers.

(¢} Brocmiures. Immediately fullowir
disclosure. the progrem shuil documen
the disclosure in the patient s fecards
serning forth in wnueg:
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{1) The name of the medical personnet
to whom disclosure was made and their
affiliation with any health care facility:

{2) The name of the individual making
the disclosure:

(3) The date and time of the
disclosure: and

{4) The nature of the emergency (or
error. \f the report was to FDA).

(Azproved by the Office of Management and
Budget under Controi No. 0830-0099.)

§ 252 Reveerch activities.

(a) Patient identifying information
may be disciosed for the purpose of
conducting scientific research if the
program director makes & determination
that the recipient of the patient
identifying information:

(1) Is qualified to conduct the
research: and .

(2) Has a research protocol under
which the patient identifying
information:

(i) Will be maintained in accordancs
with the secunty requirements of § 2.18
of these regulations {or more stringent
requirements): and

(ii) Will not be redisclosed except as
permutted under paragraph (b) of this
section. '

(b) A person conducting research may
disclose patient :denufying information
obtained under paragraph (a) of this
section only back to the program from
which that information was obtained
and may not identfy any individual
patient in any report of that research or
otherwise disclose patient identities.

§2.53 Audit and evelustion activities.

(a) Records not copied onremoved, Uf
patient records are not copied or
removed. patient identifying information
may be disclosed in the course of &
review of records on program premises
to any person who agrees in writing to
comply with the limitations oa
redisclosure and use in paragraph (d) of
this section and wha:

(1) Performs the audit or evaluation
activity on behalf of:

(i} Any Federal. State, oe local
governmental agency which provides
financial assistance to the program oe is
authonzed by law to regulate its
activities: or

{ii} Any private person which provides
financial assistance to the program.
which is a third party payer covenng
patients in the program. or which is a
peer review organization performing o
utilization or quality control review; or

(2) Is determined by the program
director to be qualified to conduct the
audit or evaluation activities.

(b} Copying or removal of records.
Records containing patient identifying
information may be copied or removed

from program premises by any person
who:

(1) Agrees in writing to:

(i) Maintain the patient identifying
information in accordance with the
security requirements provided in § 2.16
of these regulations (or more stringent
requirements};

(ii} Destroy all the patient identifying
information upon completion of the
audit or evaluation: and

(iii) Comply with the limitations on
disclosure and use in paragraph (d} of
this section: and

(2) Performs the audit or evaluation
activity on behalf of:

(i) Any Federal. State. or local
governmentai agency which provides
financial assistance to the program or is
authorized by law to regulate its
activities; or

{ii} Any private person which provides
financial assistance to the program,
which is a third part payer covering
patients in the program. or which is a
peer review organization pe~forming a
utilization or quality controi review.

(c) Medicare or Medicaid audit or
evaluation. (1) For purposes of Medicare
or Medicaid audit or evaluation under .
this section. audit or evaluation includes
a civil or sdministrative investigation of
the program by any Federal. State. or
local agency responsible for aversight of
the Medicare or Medicaid program and
includes sdministrative enforcement,
against the program by the agency. of
any remedy authorized by law to be
imposed as a result of the findings of the
investigation.

(2] Consistent with the definition of
program in § 2.11. program includes an
employee of. or provider of medical
services under. the program when the
employes or provider is the subject of a
civil investigation or administrative
remedy. as those terms are used in
parsgraph (c)(1) of this section.

{3) If a disclosure to a person is
authorized under this section for &
Medicare or Medicaid sudit or
evaluation. including & civil
investigation or admuinistrative remedy.
as those terms are used in paragraph
(c)(1) of thig section, then a peer review
organization whieh obtains the
iniormation under paragraph (a) or (b}
may disclose the information to that
person but only for purposes of
Medicare or Medicaid sudit nr
evaluation.

(4) The provisions of this paragraph
do not authonze the agency. the
program. or any other person to disclose
or use paticnt identifying information
obtained duning the sudit of evaluation
for any purposes other than those
necessary to complete the Medicare or
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Medicaid audit or evaluation activity as
specified in this paragraph.

{d) Limitations on disclosure and yse.
Except as provided in paragraph (c) of
this section. patient identifying
information disclosed under this section
may be disclosed only back to the
program from which it was obtained and
used only to carry out an audit or
evaluation purpose or to investigate or
prosecute criminal or other activities. as
authorized by a court order entered
under § 2.68 of these regulations.

Subpart E—Court Orders Authorizing
Disciosure And Use

§ 28t Logal effect of arder.

(a) £ffect. An order of a court of
competent jurisdiction entered under
this subpart is & unique kind of court
order. Its only purpose is to authorize a
disclosure or use of patient information
which would otherwise be prohibited by
42 U.S.C. 290ee-3. 42 U.S.C. 290dd-3 and
these regulations. Such an order does
not compel disclosure. A subpoena or a
similar legal mandate must be issued in
order to compel disclosure. This
mandate may be entered at the same
time as and accompany an authorizing
court order entered under these
regulations.

(b} Examples. (1) A person holding
records subject to these regulations
receives a subpoena for those records: &
response to the subpoena is not
permitted under the regulations unless
an authorizing court order is entered.
The persoa may not disclose the recards
in response to the subpoena unless a
court of competent jurisdiction enters an
duthorizing order under these
regulations.

(2) An authonzing court order is
entered under these regulations. but the
person authorized does not want to
make the disclosure. If there is no
subpoena or other compulsory process
or a subpoena for the records has
expired or been quashed. that person
may refuse to make the disclosure. Upon
the entry of & valid subpoena or other
compulsory process the persoa
authonzed to disclose must dsciose,
unless thers is & valid legal defense to
the process other than the
confidentiality restnicitons of these
regulations.

auditors and evalustors.

A court urder under these regulations
may nut authorize qualified personnel.
who have received patient identifying
information without consent {or the
purpuse of conducting research, sudit of
evaludtion. to disclose that information
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or use it to conduct any criminal
investigation of prosecution of a patieat.
However. a court order under § 2.66 may
authonze disclosure and use of records
to investigate or prosecuts qualified
personnei holding the records.

§ 2.63 Confidential communications.

{a) A court order under these
regulations may authorize disclosure of
confidential communications made by &
patient to a program in the course of
diagnosis, {reatment. or referral for
treatment only f:

(1) The disclosure is necessary to
protect against an existing threat to life
or of serious bodily injury, inciuding
circumstances which constitute
suspected child abuse and neglect and
verbal threats against third parties;

(2) The disclosure is necessary in
connection with investigation or
prosecution of an extremely serious
crime, such as one which directly
threatens loss of life or serious bodily
injury. including homicide. rape.
kidnapping, armed robbery. assault with
a deadly weapon. or child abuse and
neglect; or

(3) The disclosure is in connection
with litigation or an administrative
proceeding in which the patient offers
testimony or other evidence pertaining
to the content of the confidential
communications.

§ 284 Procedures and criteria for orders
thorzing disciosures 0r noncriminal
purposes.

(a} Application. An order authorizing
the disclosure of patient records for
purposes other than criminal
investigation or prosecution may be
applied for by any person having a
legally recognized interest in the
disclosure which is sought. The
application may be filed separately or
as part of a pending civil action in which
it appears that the patient records are
needed to provide evidence. An '
application mst use a fictitious name,
such as John Doe. to refer to any patient
and may not contain or otherwise
disclose any patient iden
information unless the patient is the
applicant or Has given a written consent
(meeting the requirements of these
regulations) to disclosure or the count
has ordered the record of the proceeding
sealed from public scrunity.

(b) Notice. The patient and the person
holding the records from whom
disciosure is sought must be given:

(1) Adegquate notice in a manner
which will not disclose patient
identifying information o other persons:
and

{2) An opportunity to file & written
response to the application. or 10 appear

in person. for the limited purpose of
providing evidence on the statutory and
regulatory criteria for the issuance of the
court order.

(c) Review of evidence: Conduct of
hearing. Any oral argument. review of
evidence. or hearing on the application
must be held in the judge's chambers or
in some manner which ensures that
patient identifying information is not
disclosed to anyone other than a party
to the proceeding. the patient. or the
person hoiding the record. uniess the
patient requests an open hearing in a
manner which meets the written consent
requirements of these regulations. The
proceeding may include an examination
by the judge of the patient records
referred to in the application.

(d) Criteria for entry of order. An
order under this section may be entered
only if the court determines that good
cause exists. To make this
determination the court must find that

(1) Other ways of obtaining the
information are not available or would
not be effective: and

(2) The public interest and need for
the disclosure outweigh the potential
injury to the patient, the physician-
patient relationship and the treatment
services.

(e} Content of order. An order
authorizing & disclosure must:

(1) Limut disclosure to those parts of
the patient's record which are essential
to fulfill the objective of the arder.

{2) Limit disclosure to those persons
whose need for information is the basis
for the order: and

(3) Include such other measures as are
necessary to limit disclosure for the
protection of the patient, the physician-
patient relationship and the treatment
services: for example. sealing from
public scrutiny the record of any
proceeding for which disclosure of a
patient’s record has been ordered.

§ 288 Procedures and criteria for orders
suthorzing disciosure and uee of records
t0 criminally investigats or prosecine
patienta.

(a) Application. An order authorizing
the disciosurs or use of patient records
to criminally investigate or prosecute &
patient may be applied for by the person
holding the records or by any person
conducting investigative or prosecutorial
activities with respect to the
enforcament of cnminal laws. The
application may be filed separately, as
part of an application for & subpoena or
other compulsory process, or in 8
pending cnminal achon. An application
must use a fictitious name such as john
Doe. 1o refer to any patient and may not
contain or otherwise disclose patient
identifying information unless the court
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has ordered the recoed of the proceeding
sealed from public scruuny.

(b) Notice and hearing. Unless an
order under § 2.88 is sought with an
order under this section, the person
holding the records must be given:

(1) Adequate notice {in s manner
which will not disclose patient
identifying information to thied parties)
of an appiication by s person performing
a law enforcement function:

{2) An opportunity to appear and be
heard for the limited purpose of
providing evidencs on the statutory and
regulatory criteria for the issuance of the
court order: and

{3) An opportunity to be represented
by counsel independent of counsel for
an applicant who is a person performing
a law enforcement function

(c) Raview of evidence: Conduct of
hearings. Any oral argument, review of
evidence. or hearing on the application
shall be held in the judge's chambers or
in some other manner which ensures
that patient identifying information is
not disclosed to anyone other than a
party to the proceedings. the patient, or
the person holding the records. The
proceeding may include an examination
by the judge of the patient records
referred to in the application.

(d) Criteria. A court may authorizs the
disclosure and use of patient records for
the purpose of conducting a erirunal
investigation or prosecution of a patient
only if the court finds that all of the
following critena are met:

(1) The crime invoived is extremely
serious. such as one which causes or
directly threatens loss of life or serious
bodily injury including homicide. rape.
kidnapping. armed robbery. assault with
a deadly weapon. and child abuse and
neglect

(2) There is a reasonable likelithood
that the records will disclose
information of substantial value tn the
investigation or prosecution.

(3) Other ways of obtaining the
information are not available or wouid
not be effective. .

(4) The potential injury to the patient.
to the physician-patient relationship and
ta the ability of the program to provide
services to other patients is outweighed
by the public interest and the need for
the disclosure.

(5) If the applicant is a person
performing & law enforcement function
that:

(i) The person holding the records hes
been afforded the opportunity to be
represented by ndependent counsel:
and

(ii) Any person holding the records
which is aa entity within Federal. State.
or local government has in fact been



21814

Federal Registar Vol 52. No. 110 / Tuesday. June 9, 1987 / Rules and Regulations
= .=

represented by counsal independent of
the applicant.

(e) Content of order. Any ordar
authonzing a disclosure or use of patient
records undaer this section must

(1) Limit disclosure and use to those
parts of the patient's record which are
wesential to fulfill the objective of the
order

(2) Limit disclosure to those law
enforcement and prosecutorial officials
who are responsible for, or are
conducting, the investigation or
prosecution. and limit their use of the
records o investigation and prosecution
of extremely serious crime or suspected
crime specified in the spplication: and

(3) Include such other measures as are
necessary to limit disclosure and use to
the tulfillment on only that public
interest and need found By the court.

§ 266 Prosedures and criterie for orders
diaciosure and use of records

(a} Appiication. (1} An order
authorizing the disclosure or use of
patient recocds Vo criminally or
administratively investigate or
prosecute & program oec the person
holding the records {or empioyees or
agents of that program ar person) may
be applied far by any administrative.
regulatory. supervisory. investigative.
law enforcement or prusecutorial
agency having jurisdiction over the
program’s of person’s activities.

{2) The application may be filed
separately oc as part of a pending civil
or criminal action against a progrum or
the person holding the records (or
agents or employees of the program oe
person) in which it appears that the
patient records are needed to provide
matenal evidence. The application must
use a (ictitious name. such as John Doe.
to refer to any patient and may not
contain or otherwise disciose any
patient identifying information unless
the court has ordered the record of the
proceeding sesled from public scrutiny
or the patient has given a written
consent (meeting the requirements of
§ 231 of these regulations) to that
disclosure.

(b) Notice not required. An
application under this section may. in

the discration of the court. be granted
without notice. Although no express
notice is required !0 the program. to the
person holding the records. or to any
patient whose records are to be
disclosed. upon implementation of an
order so granted any of the above
persons must be afforded an opportunity
lo seek revocation or amendment of that
order. limited to the presentauon of
evidence on the statutory and regulatory
cntenia {or the issuance of the court
order.

(c) Requirements for order. An order
under this section must be entered in
accordance with. and comply with the
requirements of. paragraphs (d} and (e)
of § 2.64 of thess regulations.

{d) Lim:tations on disclosure and use
of patient idenufying information: (1)
An order entered under this section
must require the deletion of patient
idenufying information from any
documents made available to the public.

(2) No information obtained under this
section may be used to conduct any
investigation or prosecution of a patient,
or be used as the basis for an
application {or an order under § 2.68 of
these regulations.

§ 267 Orders suthertzing the vee of
undercover sgents and informants te
criminally Iwvestigate smployees or agents
of & program,

(a) Application. A court order
authorizing the placement of an
undercover agent or informant in &
program as an employee or patient may
be spplied for by any law enforcament
or prosecutonal agency which has
reason to believe that employees or
agents of the program are engaged in
criminal misconduct.

(b) Notice. The program director must
be given adequats aatice of the
application and an ty to
appear and be heard ({or the limited
purpose of providing evidencs on the
statutory and regulatory cntena for the
issuance of the comrt order), unless the
application asserts a belief that

{1) The program director 13 involved in
the criminal activities to be investigated
by the undercover agent or informant or

{2) The program director will
intentionally or unintentionaily disclose
the proposed placement of an
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undercover agent or :nformant to the
employees or agents who are suspected
of cnnminai acuvities,

(c) Criterra. An order under this
section may be entered only if the court
determines that good cause exists. To
make this determination the court must
find:

(1) There is reason to believe that an
empioyee ot agent of the program is
engaged in criminal activity:

(2) Other ways of obtaining evidencs
of this criminal activity are not avalable
or would not be effective: and

{3) The public interest and need for
the placement of an undercover agent or
informant in the program outweigh the
potential injury to patients of the
program. physician-patient relationshipe
and the treatment services.

(d) Contant of order. An otder
authorizing the placement of an
undercover agent or informant in &
program must

(1) Specifically authorize the
placement of an undercover agent or an
informant;

{2) Limat the total period of the
placament to six moaths

(3) Prohibit the undercover agent or
informant from disclosing any patient
identifying information obtained from
the placement except as necsssary (o
criminaily invesugate or prosecute
employees or agents of the program: and

(4) Include any other measures which
are appropriats to Limit any potential
disruption of the program by the
placement and any potential (o a real
or apparent breach of patient
confidentiality; for example. sealing
from public scrutiny the record of any
proceeding for which disclosure of &
patient’s record has been ordared.

{e) Limitation on use of infarmation
No information cbtained by an
undercover agent or informant placed
under this section may be used lo
criminally investhgate or prosecuts any
patient ot as the basis [or an spplicaton
for un ocder under § 2.88 of these

regulations.
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